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discussion of it, 


provide a constructive 


according to the highest professional 
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cussion of such law and it renders an im 
portant public service, for it is an invaluable 
means (1) to create a better knowledge and 
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law, (2) to promote its due operation and 
development and thus (3) to effectuate its 
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great remedial purposes. In short 
and judicial consideration, there remains 
a basic need for its appropriate study as 
a fundamental law of the land; the JouRNAL 
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In Congress 


wo amendments to the Federal 
ood, Drug, Cosmetic Act are re 
ted herewith in tull text 
Public Law 201—83d Congress 
Chapter 334—I1st Session 
H. R. 5016 
AN ACT 
Po amend sections 502 (1) 
the Federal Food, 


mete Act im order to 


and 


and 507 of 


Drug, and Cos 
identity the 
known as ymvein by its 


drug aures 


chemical name, chlortetracvcline 


Be it enacted by the Senate and Hous: 
of Re presentative f the Umited State 
maress assembled, That 
Federal Food, 
oo. oe 


of America in ¢ 
(1) of the 
Drug, Cosmetic Act (21 


sec 352 (1)) ts 


section 502 
and 


amended by striking 


out “aureomycin” and inserting in lieu 


thereot “chlortetracycline 


SEA 4 (a) Ihe heading 
507 of such Act (21 U.S. C.. sec. 357) 
striking out 


ofr sector 
is amended by *“AUREOMY 


CIN” and imserting in heu thereot 


“CHLORTETRACYCLINE 


(b) The first sentence of subsection 


(a) of such section 507 1s amended by 
“aureomycin’ 


“chlortetrac 


striking out and inserting 


in heu thereot veline 


Approved August 5, 1953. 
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H. R. 5740 
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lo amend the Federal Food 
Cosmetic Act, so as to 
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protect the 


and welfare by provid 
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Approved August 7, 1953 
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DAVID F. CAVERS' 


INTRODUCTORY STATEMENT AT THE MEETING 


OF THE DIVISION OF FOOD, DRUG AND COSMETIC LAW, 
AMERICAN BAR ASSOCIATION, AUGUST 25, 1953 


Mr. Cavers Is Associate Dean, Harvard University Law School 


M R. CHAIRMAN and Ladies and Gentlemen 
aie | wish to we k TNIV ve 1 | 


u to this hall on behalf of the Harvard [av 
School Wi il the law school are 


particularly happy to have you 


cheose our classrooms as vour 1 ting place. Your action symbolize 
progress in an effort which more and more law schools are making t 
achieve ever closer relations with the practicing baat (otherw1 
stand in dat f los vy contact with the mat V grow 
the law whicl ‘veal themselves in vour office 


reflected in the cases from which we teach 


| have personal reasons for great satisfaction in appearing 
this program. For reasons that will appear in due course | am happy 
to be the ham in a sandwich in which the enriched bread (as detined 
Chapter 1, Part 17, of Title 21 of the Code of Federal Regulations 


provided by Mr. Best and Commissioner ¢ rawtord 


I also look upon this appearance as a sort of anniversary. [went) 
one yvears ago this summer | was in the throes of editing the first iss 


the Duke Law School quarterly, Law and 


549 
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temporary Problems. That first issue was to contain a symposium 
on “The Protection of the Consumer of Food and Drugs,” and my 
task led me to initiate myself into the mysteries of food and drug law 
Less than a year later, this resulted in my being invited to join with 
Professor Milton Handler of Columbia and officials of the Department of 
Agriculture in working on a revision of the Food and Drugs Act of 1906 

As I look from the food and drug law of 1932 to that of 1953 the 
contrast is startling. The change in the law itself is, of course, very 
substantial. I do not mean to derogate in any way from the fine job 
which was being done with limited resources by the Food and Drug 
Administration in 1932 and before. However, it was essentially and by 
necessity a police action, directed primarily against the fringe of cheats 
and quacks who constituted an embarrassment and a handicap to two 
great industries. The progressive elements in those industries suffered 
along with their less deserving fellows from the loss of public con- 
fidence to which they were exposed by the palpable frauds and horror 
stories that periodically cropped up 

For many years now, the law as embodied in the Federal Food, 
Drug, and Cosmetic Act has been discharging an affirmative function 
For example, it has been providing an increasing coverage of bast 
standards for food products. It has been providing affirmative assur 
ance as to the safety of new drugs. I realize that these achievements 
are not painless—that inevitably they entail delay and often contro 
versy, but I wonder how many of you and of your clients would wish 
to return to the Act of 1906 and the conditions that accompanied it 

The very meeting of this section is another index of change 
There were able lawyers in 1932 engaged in food and drug work 
many, no doubt, are here today—but who among you would then have 


supposed that a division of the Section of Business Law could have 
been created from the ranks of food and drug lawyers, offering pro 


grams such as you have scheduled for today and tomorrow ? 


Another contrast which is particularly vivid to me as I look back 
to my editorial labors in 1932 is the development of the literature of 
the field. I was then searching for writers, and so naturally I looked 
for those who had already written. I was amazed by the scantiness 
of published works. In particular, the law reviews were scarcely aware 
of the Food and Drugs Act’s existence. Occasionally, a case involving 
a constitutional question was discussed, but it was for that question 
alone and not for the food and drug problems involved. When | 
sought for professional writers to handle a topic that could be written 
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only in a university, | could find no one interested. | had to turn even 
tually to Professor Frankfurter’s seminar in administrative law to 
recruit two student writers. 

Today, not only are searching articles and comments on Food, 
Drug, and Cosmetic Act topics a commonplace in the reviews, but the 
field has its own periodical. Moreover, in an important segment of 
the field, The Food Law Institute is encouraging scholarly research 


In Many unl ersities. 


Academic Courses and Seminars on Subject 
The change in the place of the subject in the academic world ts 
comparably significant. I feel sure that in 1932 the Food and Drugs 


Act appeared in law school teaching only as a source of an occasional 


decision included in a constitutional law casebook, ordinarily on the 
jurisdictional bounds between federal and state power. A course or 
a seminar devoted to the law would never have been dreamed of. 

Although my own interest had been whetted first by my editorial 
ventures and later by my work on the revision of the law in 1933 and 
1934 and, intermittently, thereafter, still I did not venture into this field 
in any teaching until 1941 when, as visiting professor at the University 
of Chicago Law School, I hazarded a seminar on “The Control of Ad- 
vertising.” | think it was a pretty poor seminar, but it had one exceed 
ingly good session. I persuaded a lawyer from the Loop to come out 
to the University one afternoon to explain to the students the job he 
did for his food-manufacturer client. He brought along some actual 
containers and labels, and went through the problems he had encoun 
tered step by step. The students were fascinated, and they learned 
more that afternoon than they did during the rest of the course. Inci 
dentally, | should add that the container was a Quaker Oats package 
and the lawyer's name was James M. Best. 

Today, experiments such as mine are no longer isolated—indeed, 
no longer experimental. Thanks to the vehicle which The Food Law 
Institute has provided for Charles Wesley Dunn’s great imagination, 
energy and persuasive powers, more and more of the law schools of 
the land are offering courses and seminars in food, drug and cosmetic 
law—often reporting large student enrollments in them. Furthermore, 
the postgraduate program developed at New York University offers 
an Opportunity to law graduates to prepare themselves for advanced 
work in this field. | am always happy to encourage an able student 


to apply for a food law fellowship. 
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The Harvard Law School has come to draw incre ' 
lems of food, drug and cosmetic law in its own curriculum. We do not 
ier a course or seminar specifically devoted to that subject, simply 
because no member of our faculty has wished to devote himself to the 
intensive specialization which mastery of this field of law would entail 
On the other hand, we have found this vein to be rich in illustrative 


material for use in a number of courses and seminars 


For example, in our basic second-year course in commerci 
Professors Sutherland and Braucher have made it a point to incl 
problems involving the Food, Drug, and Cosmetic Act 
the student its role in modern commercial transactions 
on commercial law which has been directed to prob] 


of quality of merchandise, Professor Braucher hi; 


drug problems provide a substantial segment of 

has been greatly aided by the volumes which ° 

has put at the disposal of him and his students 

lation, the Food, Drug, and Cosmetic Act has been u 
problems and, needless to say, it furnishes me 


law as well. This coming vear a new seminar will be directed to 


lems of state law administration, with material largely drawn from 


the field of public-health protection, including state food and drug control 


Suggestions for First-Year Course 


[ have often thought that a highly illuminating first-year course 
could be developed which would use the field of 
by law to illustrate the gradual processes of 
start with the thirteenth century assizes of 
crude but probably effective policing of the quality of merchandise sold 
at the medieval fairs—citing, for example, the judgment of ninepence 
awarded a patron of the fair of St. Ives against a certain Roger Barbet 
who undertook to cure the plaintiff of baldness, put his head in plaster, 
and then decamped from the town. One might then go on to the story 
of self-regulation by industry through the guild system. Then, follow 
ing history as this form of collective policing decayed, one could depict 
the growth of private remedies in the courts, the actions of assumpsit, 
for deceit and on warranties. For a time, caveat emptor and the require 
ment of privity of contract could be seen serving to shelter the chisel 
ing or the careless seller, but—even in the nineteenth century—one 
would observe how the courts had begun to find ways to reach the 


manutacturer who was negligent 
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The study would reveal how, despite the broadening of private 
legal remedies, the need tor government intervention became more 
apparent as relations between producers and ultimate consumers b« 
came more remote. For the law student who thinks of law as the 
source of its own correction, 1t would be enlightening to note how the 
separate efforts of a public-spirited scientist and a crusading novelist 
combined to arouse the public to the need for laws giving nation-wide 
protection and regulation by experts. Finally, as | remarked before 


one could show how simply negative policing proved not to be suthcient, 
and the need for affirmative standards, with appropriate administra 
tive machinery, came to be recognized. I think that the unfolding of 
this story would be more revealing to our first-year law students than 
any formal course in legal history or jurisprudence, but 1 


incomplete if it did not make two other points 


Kirst, progressive development in the law regulating an industry 
will not be fruitful unless this is accompanied by progressive develop 
ment in the industry it governs. | think the food, drug and cosmetic 
industries could have sabotaged any regulatory law that could have 
been written. That these industries did not thus respond to the 
\ct but, on the contrary, used it as a lever to lift thei 


of performance is a tribute both t 


it is written 
administered 
privilege 
vho have been 
mentiol 
\ll three « 


t alv avs 


vyreements, you have admired 


discussio1 
sional adv; 
the making 
ure that ibou ‘ak ila chool plattors 


[The End] 





By CHARLES W. CRAWFORD 


A Progress Report 


on the Food, 





M R. CHAIRMAN, Ladies and Gentlemen: 


This is my first meeting with your group as a member of the 
new Department of Health, Education, and Welfare, whose Secretary, 
Mrs. Hobby, has full Cabinet status. The increasing recognition by 
the executive branch of the federal government of the importance of 
} 


food-and-drug-law enforcement closely parallels the interest shown by 





the American Bar Association. 


The topic assigned to me is the food, drug and cosmetic law. It 
has several facets—enabling and substantive provisions on the legis- 
lative side, as well as many administrative considerations. I hope you 
will permit me to discuss the enabling provisions first, because sub 
stantive changes in the statute and administrative policies must be 


governed by them in a substantial measure. 


Our appropriations were cut about 8 per cent for the fiscal year 
which began July 1, although the President’s budget had not provided 
for any decrease in our activities. Sixty-seven positions had to be 
abolished and many members of our staff had to go—but that is not 
our entire loss, Restrictions on appropriations which began two years 
ago brought a reduction of 15 per cent in our field staff before the 
recent dismissals—or a total of 22 per cent reduction in our field 
enforcement staff from July 1, 1951, until today. Last month we had 
to abolish many important jobs in the Washington and district offices, 
despite the fact that this meant disheartening separations or demotions 
of capable people who had worked up through the ranks. The Food 
and Drug Division of the General Counsel's office has been faced with 


an even more drastic staff cut 
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The Author Ils Commissioner of Food and Drugs, Department of 
Health, Education, and Weifare. He Read This Paper Before 
the Annual Meeting of the Division of Food, Drug and Cos- 
metic Law, American Bar Association, at Cambridge August 25 


To meet this situation we are completely revising our project 


schedules—the work plans by which we budget enforcement opera 











tions. Our foremost consideration has been to cause the least possible 
risk to consumer welfare, not only in the immediate future but in long 
range programs on which a great deal of time has already been 


expended 


We cannot lower our already inadequate coverage in fields relating 
directly to health. These include foods, drugs and cosmetics inherently 
injurious, whatever the cause. In this category is the investigation of 
drugs revealed by hospital surveys to cause dangerous side reactions, 
which investigations will require more time and travel than was ex 
pended last year. Also included are drugs and devices misbranded 
by false and misleading curative claims. While these products may 
be innocuous in themselves and the vendor may even believe his false 
claims, the purchaser who relies upon them and abandons rational 
medical care is just as much victimized whether the product was pro 


moted by a knave or a fool. 


\ll this means that to fulfill our obligations to protect health we 
must ignore all but the most flagrant economic cheats, and curtail to 
some extent our work against filth and decomposition. Progress in the 
formulation of food standards will suffer, too, for a substantial amount 
of field study is required before proposals can be developed for hearing. 


er 
eee) 
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We have effected some savings by closing three subdistrict 
oratories and four of our resident inspection stations, The laboratories 
of the subdistricts formerly at Pittsburgh, Houston, and Portland, 
Oregon, have been consolidated with those of the home districts in 
Buffalo, New Orleans and Seattle, but resident inspectors will remain 
in those cities. We will no longer have resident posts at Fresno, San 


Diego, Miami, or Portland, Maine. 


Appraisal of Substantive Changes in Law 


Now let us turn to substantive changes in the law. Two 


ago, when I spoke to this group in New York City, my subje 


=—=> 


“Gaps in Consumer Protection under the Food and Drug Law 


legislative matters included were the use of new substances in foods, 


imitations of standardized foods, simplification of food-standards 
procedures, the Durham-Humphrey bill, and reorganization recom 


? 


mendations of the Hoover Commission, Where do we stand today 


The Durham-Humphrey bill, to provide more direct control over 
the dispensing of dangerous drugs, was passed by the Fighty-second 
Congress. The first session of the Eighty-third Congress enacted two 
amendments to the Federal Food, Drug, and Cosmetic Act arising 


from situations that developed in the intervening period 


Deputy Commissioner Larrick discussed at your San Francisco 
meeting last vear the serious gap that would result if the Supreme 
Court should rule that the Food, Drug, and Cosmetic Act does not 
require manufacturers to admit FDA inspectors to their plants. After 
the Court so decided, work on corrective measures was given priority 
Iry secretary Hobby, and the President included a factory Inspec 
tion amendment as a part of the “must” list of the new administration's 
legislative recommendations. Such an amendment was enacted in the 
closing hours of the session. In addition to the requested authority 
for entry and inspection, it included provisions for inspectors’ written 
reports to management of objectionable sanitary conditions observed 
during inspection and for reports of analyses made of samples collected 
at the factory for determination of filth and decomposition. An attempt 
by the Senate to define the scope of inspections of prescriptions was 
rejected by the House, which had covered this subject only by discus 
sions on the floor. It would be presumptuous for me to discuss before 
this distinguished group of attorneys the importance of this legis 


lative history We have seen however, some interpretations with 
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which we heartily disagree. Most of them 


y 
lation until the courts have spoken 
The second measure enacted by ( ongress thi Vee was the imend 
ment to change the name “.Aureomyvecin”™ to lo cline Chis 
change, requested by the manufacturer and support by the depart 
ment, 1s in conformity with the general practice of using 
] 


ame tor a product specitied in the statute and procect 


interest in the trade name. The name \ureomycu 


original legislation in 1949 because its chemical composit 
vel been established 

Proposed changes in the Food, Drug, and Cosmet 
pied their full share of space in the Congressional hopper this 
\ll of the gaps in consumer protection, or possible limitations 
which I mentioned two years ago have been covered in one 
another by bills introduced in 1953. My comments on them 
to be limited by their number and by the fact that the depart 


not had time to appraise many of the bills 


Administration View of S. 2033 

Despite frequent charges of bureaucratic lust for more 
egislation to control more and more details of our daily existet 
gave a respectful “thumbs down” to a bill, 5. 2033, that would « 
the scope of our activities by requiring the labeling of 
and menu notification in public eating places, to show 
origin. There are over 500,000 public eati 
States. Much as we enjoy the flavor of 
and streams vas our conviction that the value 
eating places of knowing the origin of the trout 
justify the substantial cost of adequate regulation 
by the Senate, but no action was taken 1n the House 

Phe Secretary filed a statement and I testified in sup. 
5740, the bill introduced by Kepresentative Hale to simplits 
standards proceedings, which passed the House without cor 
but reached the Senate too late for action It was dratted 
sored by the Food Standards Committee of the Section on Food 
and Cosmetic Law of the New York State Bar Association 
own group has gone on record in support of the measure, 1t 
sary to discuss it in detail today. We all want to cut down the time 
and ettort required for the adoption or amendment of standards. ‘This 


is a long first step. It will eliminate the time spent for formal proce 
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dures on noncontroversial issues. Let us hope for the day when we can 
eliminate the months and years now devoted to hearings for determin 
ing whether proposed optional ingredients are safe to include in our 


daily fare. 


Need for Control of Toxic Food Components in Light of 
Present Knowledge 

When the time comes—probably in the next session of Congress 

to discuss bills to control new substances in foods, we should also 
give consideration to new knowledge about toxicity of components 
that have been generally accepted in the past as safe. A few years ago 
we had Agene, and late last spring the producers of coumarin told 
us they were withdrawing it from food use because of evidence of its 
toxicity to laboratory animals in concentrations comparable to those 
used in human food. We cannot afford to be complacent, and none of 
us can “go it alone.” The public welfare depends on the combined 


protective efforts of government and industry. 


Hearings were held by the House Committee on Interstate and 
Foreign Commerce on H. R. 4277, the bill introduced by Dr. Miller to 
revise procedures for prescribing tolerances for pesticides. We sug 
gested several changes to meet foreseeable enforcement problems 
The committee voted to hold the bill over until the next session 


No hearings have been held on H. R. 2739, designed to control 
imitations of foods on which definitions and standards of identity have 
been established. With the increasing tendency to make cheapened 
products in semblance of standardized articles this measure ts also one 


to which we can look with interest at the next session of Congress. 


Possible Study of Food and Drug Law Enforcement 
by New Commission 
Some of the reorganization proposals of the former Hoover Com 
mission introduced early in the new Congress have been the subject of 
discussions by your group ever since the original report was first made 
public in 1949. A new Hoover Commission has now been appointed 


to make a study of government organization and basic functions. If 
consideration is given to the place within the government structure of 
the enforcing agency for the Food, Drug, and Cosmetic Act, we feel 
confident that your deliberations on this point will be helpful to the 


new commission. 
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You have read newspaper accounts of the modification during the 
vear of our program on grain sanitation. A hearing was held before 
the Senate Committee on Agriculture and Forestry, which was con 
cerned with the impact of the program on a surplus of about one-half 
billion bushels of wheat held by the Commodity Credit Corporation 
of the Department of Agriculture. Testimony was given by the Food 
and Drug Administration, the Commodity Credit Corporation and 
members of the grain industry. While there was general agreement 
with the objectives of the program, strong opposition developed to 
its regulatory aspects until its potential effects could be better known, 


particularly in relation to insect-infested grain 


Statement by Secretary Hobby on Grain-Sanitation Program 


It was decided to suspend regulatory operations temporarily and 
to concentrate on development of better sanitary measures, and educa 
tion in their use by wheat growers and grain traders. In an address 
before the National Conference of Business Paper Editors, Secretary 


Hobby said: 


I have seen one or two reports interpreting the recent temporary suspension 
of entorcement action on carload shipments of grain, as a token of “softer” en 
forcement. This is an erroneous conclusion 

In taking a careful look at the program it was obvious that cooperation and 
self-policing are essential and that direct enforcement alone could never be 
adequate. To drive this point home I emphasize the fact that Food and Drug 
had approximately 20 inspectors under the 1953 appropriation for that item and 
that approximately one billion bushels of wheat are moved in a typical crop 
vear. Direct inspections could have been made by the Food and Drug Admin 
istration on only a fraction of one percent of the total grain moved and stored 
The public, thinking it had a tull Government sanitation program in. grain, 
would have been misled 

In view of this, therefore, we decided to appoint a joint Government, trade 
and professional committee to make a careful and thorough review of the whol 
situation. It will report as early as possible to the Department of Agriculture 
and the Department of Health, Education, and Welfare The report to be made 
by the special committee will be the basis for further action by both the govern 
ment and the industry In the meantime, we will continue our inspection 
grain elevators and, through educational work in cooperation with the trade 
to an increase in industry self-policing 


The 17-member advisory committee, headed by Dr. Charles Glenn 
King, scientific director of the Nutrition Foundation, met on August 
11 to discuss the scope of the study and to organize to develop a pro 
gram to meet the enforcement and educational aspects of the problem 
In addition to the chairman, it was comprised of two members each 
from the Departments of Agriculture and of Health, Education, and 
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Welfare; one from the Department of the Interior; four trom 
land-grant colleges; six from the grain and milling industries; 
one a state sanitary engineer 

Opening the organization meeting of the committee on \ugust 11 
Secretary Hobby said that the law “clearly requires that any contami 
nation be held at the lowest possible level.” Secretary of Agriculture 
Benson said it was “not a question whether we will have a grain sani 
tation program. The problem is to work out one that will be practical 
and in which we may all have confidence.” Dr. King described the 
work of the committee as a cooperative attack on the problem by 
government agencies; the grain, milling and baking industries; and 
the agricultural colleges. He said it should produce “marked economi 
advantages to grain growers and processors and should reduce a tre 
mendous economic loss borne by the publi 

Three task committees were appointed. These have begun their 
work 

You members of this division represent many of the industries 
subject to the Federal Food, Drug, and Cosmetic Act. You are familiar 
with their problems. We need your views and are always glad to shar: 
ours on any subject relating to the law or to programs for its enforce 
ment. I repeat the invitation I have issued so many times before t 
come to us whenever you have problems. Across-the-desk discussi 


give a real opportunity for constructive suggestions that will strengthen 


public protection [The End] 
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PROOF REQUIRED 
to Establish the Safety 


of a Chemical Additive for Use in Food 


By BRYANT W. BRENNAN 


In This Research Paper from The Food Law Institute Graduate 
Program in Food and Drug Law Education at New York University, 
Mr. Brennan Notes That While His Study Possibly Applies to 
Pesticides, His Main Intent Is to Cover Use of Intentional Additives 


of the 


ee MICALS IN FOODS, like pits in prunes, are here to stay 
The increase in the use of chemicals in foods is a result 

alteration in living habits in the last several decades and of the search 
number of new products which 


he 


quality and nutritive 


for new fields of use for the great 
improved technology and increased research have made available 


addition ot chemicals to foods can improve the 


value of foods, and it 1s therefore in the best interests of the consumer 


It can increase the keeping qualities and the storage life of foods and 


it is therefore in the best interests of the food industries. Of course 


it also provides a vast market for the products of the chemical industry 


and hence it is in the Lest interests of the chemical industry 
and, ultimately, of the national economy 


he fact that chemicals have a proper place in the food picture ts 

recognized by all. Thus, in the Delaney Committee Report on Food, 
under the subject heading “Nature and Scope of the Problem” there is 
found the following statement: “At this stage of our civilization, there 
is a genuine need for the use of many chemicals in our food supply.’ 
\gain, in the same report, there appears the following statement 
“There is nothing objectionable per se in the introduction of chemicals 

Report by Delaney Committee on Food in FOOD DRUG COSMETIC LAW JOUR 
Chemical Pretesting Amendment to Fed NAL, August, 1952, p. 52¢ 
eral Food, Drug. and Cosmetic Act—Food 


61 
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in the production, processing, preservation, and packaging of foods 
Many examples of the profitable use of chemicals in foods will readily 
come to mind. The use of preservative and of nutritional supplements 


are common examples of a widely accepted use of chemicals in foods 


Much has already been written on the subject of chemicals in 
foods, and the necessity and desirability of legislating upon this matter 
has been thoroughly explored This session of Congress will un 
doubtedly see the introduction of at least one bill designed to provide 
adequate safeguards against the indiscriminate use of chemical add 
tives in foods. While it has always been true that the role of a prophet 
is a dangerous one to assume, in this instance it seems reasonably sat 
to predict that, whatever the legislation emerging from the Congres 


sional mill, it will contain some provision for the pretesting of chemicals 


intended for use in foods. It is the purpose of this paper to examine 


the nature and extent of the evidence, and the degree of proot requir 


in order that the safety of a chemical for use in food may be established 


\t the outset it would be well to attempt to provide a working 
definition for the term “chemical,” or more properly, “chemical addi 
tive,’ as used in connection with foods. For this purpose a chemical 
additive may be defined as any compound or substance, or mixtures 
thereof, having a known composition, obtained through means of 
chemistry and which is not normally present in the particular food 1 
which it is incorporated.*’ The presence of the chemical additive in the 
food may be intentional or it may be merely the unintended or unavoid 
able consequence attendant upon the realization of some other object 
Intentional additives include the preservatives and nutritional supple 
ments already mentioned, and in addition include the various processing 
aids intended to facilitate production or to add or enhance certain 
properties in the end product The unintended additives include 
residues from insecticides, herbicides and growth regulators, as well as 
components extracted from packaging materials by contact with food 
stuffs. Both types of additives can present definite safety hazards, but 
in general it is with the use of the intentional additives that this papet 
is most concerned. The use of pesticides and like compositions seems 
to engender problems peculiar to those substances and it is believed 

2 Cited at footnote 1, at p. 522 of JOUR- *FOOD DRUG COSMETIC LAW JOUR- 
NAL NAL, April, 1951, p. 272; Hearings before 
2 Cited at footnote 1, at pp. 540-542 of the House Select Committee to Investigate 
JOURNAL; FOOD DRUG COSMETIC the Use of Chemicals in Food Products 
LAW JOURNAL November 1951, pp Slst Cong p. 56; reference cited above 


824-856; FOOD DRUG COSMETIC LAW p. 654 
JOURNAL. February, 1952, entire issue 
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that they can best be considered as a distinct group. Hence, the dis 
cussion which follows—while possibly applicable to the pesticides 
Is principally intended to cover the use of the additives which are 


designated above as the intentional additives 


In determining the safety for use of a proposed chemical additive, 
whether under the present food-standards proceedings or under a new 
drug application type of administrative proceedings, many factors 
must be taken into consideration. The extent to which the substance 
may be expected to occur in the diet is one important factor. This 
will depend upon the functions which the additive can perform and its 
compatibility with the various foodstuffs present in the diet. The 


purpose which the substance serves will weigh heavily in any deter 


mination of its suitability for introduction into the food system. The 


possibility of other exposure to the chemical, as through our drinking 
water or through the air we breathe, must also be taken into account 
In short, the criterion of safety is not an exact concept, but ts a relative 
concept. Safety—-freedom from hazard or danger, cannot be fixed with 
mathematical precision, but must be evaluated on the basis of the 
information available, having regard primarily for the fostering of the 
public health and welfare, but giving due consideration to the reason 


able efforts of industry towards further progress in the food field 


Reports Which Should Be Available to Evaluating Body 

What is the nature of the information which should be available 
to the body charged with rendering a decision on the question of safety, 
in order that it may discharge its office in a proper fashion? The 
proponent of the chemical as an additive for food should present 
detailed reports of laboratory and, possibly, clinical investigations 
establishing the chemical nature and properties of the proposed addi 
tive and showing the physiological response of animals and of man 
to the ingestion of the proposed chemical additive Such investiga 
tion should follow substantially the pattern set out in the succeed 
ing paragraphs.' 

Initially, itis highly desirable that the investigation should apprise 
the reviewing body of the identity of the material under consideration 
This requires a complete analysis of the substance in order to deter 


mine the chemical and physical composition and characteristics of the 


Maynard, 6 Food Technology, Septem FOOD DRUG COSMETIC LAW QUAR 
ber. 1952. pp. 351-353 TERLY September 1949 pp 411-434 
* Frazer, Chemistry and Industry, May Maynard, work cited 
24, 1952, pp. 456-458: Fehman and others 
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additive. One of the most important characteristics of any proposed 


additive is its solubility in various media, such as water, oils and fats 


In the second phase of investigation the acute toxicity of the 
chemical should be investigated. The acute toxicity is usually expressed 
as the LD... (minimum lethal dose) value, which is the dosage that will 
kill one half of the test animals in a given period of time. The acute 
toxicity test provides a quick screening test which will serve to elimi 
nate highly toxic substances or those which give widely variable results 


in several separate species from further consideration. 


Necessity for Both Oral and Intravenous 
Administration of Chemical 


In carrying out the acute toxicity tests the chemical should be 
administered orally and intravenously since the relationship between 
the LD.,. obtained from oral administration and that obtained from 
intravenous administration will provide an indication of the extent and 
rate of intestinal absorption. The animals used in the tests should be 
young adults of both sexes, and should be used in large enough num 
bers to permit the estimation of the LD,, value (minimum lethal dose) 
within a margin of error of 20 per cent or less. The use of about six 


groups of ten animals each has been suggested 


\cute-toxicity studies should include an investigation of the 
mechanism and site of the action produced by the chemical additive 
Such studies will give some indication of the seriousness of the injuries 
produced and of the particular organs which may be expected to be 


damaged by chronic exposure to the chemical in question 


Studying Diets for Subacute and Chronic Toxicity Effects 


This phase of the investigation will be succeeded by subacute 
chronic toxicity studies. Fundamentally, these studies involve the 
feeding of diets including the chemical additive over a_ protracted 
period of time. In the subacute toxicity studies, the animals are fed at 
three or more dietary levels over a period of about two to four months 
Generally, the groups—comprising ten males and ten females—are 
distributed according to the following plan: (a) a control group, fed a 
diet without the proposed additive; (b) a low-dosage-level group, fed 
a diet in which the chemical is present in an amount about ten times 
the level at which it will be used in food; (c) a maximum-tolerance 


level group, the diet of which contains the highest level that the animal 





SAFETY OF A CHEMICAL ADDITIVI PAGE 3505 


can tolerate; and (d) a group the diet of which includes a level intet 
mediate between that of groups (b) and (c). It is also desirable, and 
possibly may be required, that similar studies be carried out on two or 
three dogs. During the experiments, the investigator will observe the 
growth and mortality patterns and the rate of food consumption, and 
will take blood counts and qualitative urine analysis. At the end of 
the subacute-toxicity studies, the animals will be autopsied, particular 
attention being given to changes in organ weights and to the histo- 
pathology. These subacute-toxicity studies will establish the toxic 
level of the chemical additive and the nature of the toxic responses and 
will indicate the tissues affected. They will also provide the investiga 
tor with suitable dosage levels for use in the studies on chronic toxicity 
\t this point in the over-all picture of the investigation of the chemical 
additive the experts say that it can usually be determined whether or 
not the particular chemical gives promise of being safe for use in foods 

Perhaps the most significant aspect of the toxicity study of chemical 
additives is that of the chronic toxicity or long-term response to the 
presence of the chemical in the diet. It is about this phase of the 
problem that most of the controversy centers. Where the lowest dosage 
level in the subacute-toxicity studies has produced no harmful etfects 
in the test species—usually rats—the compound may be safe for use it 
foods. To resolve this possibility, two sets of long-term feeding studies 
are undertaken: one for a period of one year and the other over the 
life-span of a particular species—again, usually rats—because thei 


life-span is comparatively short, being approximately two years 


Outline for Dietary-Level Groups 


In the rat experiment at least four groups should be used, cach con 
taining ten males and ten females. The animals are fed at the follow 
ing dietary levels: (a) a control group whose diet does not contain the 
proposed additive; (b) a group whose diet contains the additive in ar 
amount of 100 times the proposed use level in foods; (c) a group whose 
diet contains the additive at the highest tolerated amount: and (d) 
group whose diet contains the additive at a level midway between the 
levels of groups (b) and (c) 

The one-year feeding experiments should be set up similar 
fashion and carried out on at least three other species. Biochemical 
studies, including blood counts and urine analysis, should be made 
periodically during the experiments. The reports of the studies should 


show the rate of growth, mortality, food consumption, results of biochemical 
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studies, effect on reproduction, changes in organ weights, histopathology 
and results of tissue analysis. The above criteria should give adequate 
indication of the presence of any delayed developments due to ingestion 


of the proposed chemical over a period of time. 


The reproduction studies are carried out on the four dietary-level 
groups to the third generation. The third generation is sacrificed at 
21 days and autopsied. The parent generation is sacrificed and studied 
after the second generation is weaned, Any effects on reproduction 


should be developed by this study. 


Further Studies Where Foods Containing Additive Form 
Large Part of Daily Diet 


If the foods containing the proposed additive comprise a large part 
of the daily diet, and are consumed over the period of a lifetime, 
detailed pathological studies should be made on several species. ‘This 
means that all experimental and control animals should be sacrificed 


and autopsied, and microscopic examinations made of all the major 
organs and tissues. Where any effect on the organs and tissues ts 
found, the investigator should determine the lowest dosage level which 


will produce this effect. 


The accumulated data obtained through the tests set out above 
must be correlated and studied by experts. A good estimate of the 
probable hazard to man in the use of the proposed chemical can be 
made on the basis of the expert evaluation of the experimental results 
\ny severe effect on the test animals should, of course, bar the com 


pound from further consideration. 


It is often desirable and, in some instances, it may be necessary 
that clinical investigations be carried out in order that the toxic effects 
of the additive on the human system may be more definitely estab 
lished. In carrying out the clinical investigations it is essential that 
the results be recorded in great detail and that the conditions of the 
tests be adequately described. In conducting the investigations, care 
ful consideration must be given to the selection of the individuals who 
are to participate in the tests. They must be cooperative and should 
be free from complicating factors, such as emotional or physical 
characteristics which are apt to interfere with the obtaining of the most 
complete data. Here, as in the animal experiments, control groups 
should be used in order that the etfects of the additive containing diet 


may be compared with the effects of the normal diet under the same 
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conditions Regular physical and laboratory examinations of the 
test subjects should be made at periodic intervals during the course of 
the investigation. The additive should be included in the diets of the 
subjects under controlled variations in the level at which it is fed, the 
frequency with which it is fed and the duration of the period over 
which it is fed. It is necessary that the number of subjects studied 
during the investigation be large enough to eliminate the effect of 
results due to chance or to uncontrollable factors. It is highly desirable 
to accumulate data from several investigators working separately and 


drawing their own conclusions from the studies which they make 


It has been estimated that a toxicity study such as that outlined 
in the foregoing paragraphs, patterned after that suggested by D1 
Lehman and others, in the September, 1949 issue of Foop Dru 


Cosmetic Law QvuartTerRLY, would cost from $25,000 to $50,000 (test 


mony of Dr. Harris, Hearings before the Delaney Committee, page 
180). * Such costs would be prohibitive for many of the smaller chemical 
and food corporations. Quite probably the answer to this objection 
would be that the hardships worked on industry in particular instances 
must be balanced against the overriding necessity for protecting the 
public health and welfare. It has been suggested, too, that such exten 

sive investigations would not always be necessary. For example, where 
acute and short-term toxicity studies show a new chemical to be of a 
low-order toxicity and this chemical is of the same class as closely 
related compounds which have been demonstrated to be safe by chron 

toxicity studies, long-term toxicity studies on the new chemical would 
not appear to be necessary. Here again, however, it might be answered 
that the necessity for protecting the public health would bar such 


inferential proof of safety for a new chemical 


Degree of Proof Necessary Determines Adequacy 
of Investigation 


\re investigations of the type set out in this paper capable of 
establishing the safety of a chemical additive for use in foods? This 
will depend entirely upon the degree of proof which is required. Such 
investigations do not and cannot provide a 100 per cent guarantee of 
safety. But absolute certitude is very difficult to achieve in this life 
If we are to believe the literal words of several of the advocates of 


pretesting of chemical additives, it is just such absolute certitude which 


* Hearings cited at footnote 4, at p. 480 
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they demand. Thus, Dr. Dunbar, in his testimony before the Delaney 


Committee (page 36), stated his view in the following language 


Ante a tte 


no chemical 


possib ew 


been 


This statement may be taken as representative of the views of a 
large number of the witnesses who testified before this committee 
Of course, as many of those who oppose amendment of the food-and 
drug law to require Food and Drug Administration approval of chemical 
tor use in tood have pointed out, such ultimate. pre of s t\ 
impossible of realization.” Mr. Crawford, Commissioner of Food 
Drugs, recognized this fact when—in an address at a symposium 
chemicals in foods, sponsored by the Manufacturing Chemists’ Associa 


tion—he said 


But, as Mr. Crawford went on to point out, this fact should not 
pre lude the erection ot legal barriers to prevent other and more a\ oid 
able dangers. A portion of the address carries the impression that 
Mr. Crawford believes that proof beyond a reasonable doubt is neces 
sary in order to establish the safety of the proposed chemical. Thus 
Mr. Crawford states that if, after the proponent has submitted 
his evidence, the Administrator believes the data leaves a reasonable 
doubt as to whether the chemical is poisonous or deleterious, the 
applicant should be so advised and permitted the option of conducting 


further research or contesting the Administrator's actions 


‘Preponderance of Best Available Evidence’ Not 
Enough to Safeguard Foods 


\nother viewpoint advanced is that of Bernard L. Oser, Director 
of the Food Research Laboratories, who suggests, in an article in 
29 Chemical and Engineering News, page 2812: “Decisions regarding 
potential hazards of food chemicals must be based on a preponderance 

*‘ Hearings cited at footnote 4, at p. 36 ”" FOOD DRUG COSMETIC LAW JOUR 
*Oser, 29 Chemical and Engineering NAL, February, 1952, p. 89 


News, p. 2812 ‘ FOOD DRUG COSMETIC LAW JOUR 
NAL, February, 1952, p. 91 
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of the best available evidence.” This would appear to be a somewhat 
unsatisfactory basis of proof upon which to permit a new chemical 
additive to the public diet. In a matter involving the public health 
and welfare to the extent that the food supply does, a much higher 
degree of proof should be required than a mere preponderance of the 
evidence The difficulty with asserting proof beyond a reasonable 
doubt as the nee essary degree of pre Of lies in the tendency of experts 

particularly, scientific experts—-to disagree among themselves It 
would then appear that so long as one competent scientist questioned 
the safety of a proposed new chemical, the Administrator would have 
grounds for asserting a reasonable doubt as to the safety of such 
chemical for use in foods. That the courts would support his conclu 
sion 1s believed evident from the decision in the recent bread-standards 
cases. In another case reaching a similar decision, Curtice Brothers 

Barnard, 209 F. 589, the court said that so long as the evidence showed 
that the question of the harmfulness or harmlessness of the chemical 11 
question (sodium benzoate) was still open in the scientific world, its 
use could be proscribed. The court in that case cited State v. Layton, 


61S. W. 171, which decided that the state legislature had the power to 


prohibit the use of a chemical so long as there was a question as to the 


fact of its wholesomeness for food or drink Perhaps the closest 
approximation that can be made to the degree of proof which should 
be required is “clear and convincing proof” in the somewhat uncertal 
sense of a degree of proof greater than a preponderance, but less thai 
that required in a eriminal case.’* This would permit a proponent 
latitude to overcome the existence of minority Opinions questioning 
the safety of the proposed chemical additive for use in food, However 
in the absence of any administrative or judicial standards by whicl 
to gauge the pont at which a proponent of a chemical additive cat 
confidentally say that he has established the safety of his compound 
refuge and consolation can only be sought in that old bromide (if th: 

ae 


chemical term ately » used) that “each case must be d 


on its 1 neri [The End] 


Ww 


jlack’s Law Dictionary (3rd Ed.), p 
Clear and Convincing Proof 





ADMINISTRATIVE ASPECTS 


of the New Canadian Food and 


The Director of Food and Drug Divisions of Canada's De- 
partment of National Health and Welfare Outlined Advan- 
tages of the New Act Before the ABA Division of Food, Drug 
and Cosmetic Law at Cambridge, Massachusetts, August 25 


NEW FOOD AND DRUGS ACT was passed by the Parliament 
£% of Canada and given royal assent on May 14, 1953. This act has 
carried over many of the provisions of the existing Food and Drugs 
Act, but the contents have been materially rearranged and, in some 
cases, reworded. New provisions have been made and many of those 
in the existing law have been dropped or modified. The intent of the 
new law, however, is the same as that of the existing act, that is, to 
prevent hazards to the health of a consumer or purchaser of food, 
drugs, cosmetics or medical devices, and to prevent fraud in the sale of 


these articles. The scope of the act has not been changed. 


At the outset I ought to say that the new Food and Drugs Act 
was supported in a very large measure by the trade it regulates. In 
this connection I[ wish to pay tribute to the cooperation and assistance 
given the department by manufacturers. Their advice and sugges 
tions did much to clarify many difficult points, and the result was a 


definite improvement in the act. 


You may be interested to know that the bill was introduced into 
the Senate and, after second reading, was referred to the Senate Com 
mittee on Health and Welfare for study. Four public sessions of that 
committee were devoted to a study of the bill and consideration ot 
questions raised by manufacturers and others. After discussing these 
matters with representatives of the trade and the department, solu 
tions were quickly reached The amended bill was passed by the 
senate and sent to the House of Commons, where it received one bri f 


amendment and little or no opposition 


In what I am about to say concerning the administrative advan 


tages of the new act, I am speaking only from the book. The new act 


570 





C. A. 
MORRELL 


and, consequently, L hi 
remarks will, therefore 
law based on past 
\ttempts have been 


ing law, but with 


ar avo Mr. Curran discussed the new ; at vour me 


~ 


San Francisco hen the legislation was before Parliament, and | 


like to avoid as much as possible a repetition of his remarks. | will 
to limit my interest to the administrative rather than the 
1 


legal viewpoint 


I think | am correct in saying that it is easier to find one 


around in the new act \While there are a few sections common to 


1 
if 


foods, drugs, cosmetics and medical devices, these subjects are dea 
with separately. This is a positive advantage from an administrative 
standpoint. It makes for added clarity insofar as interpretation of the 
act and regulations are concerned in that medical devices and cos 
metics are now defined independently of one another and have specifi 
requirements in the act. 


| am not prepared to discuss the new act In its entirety nor to 
compare all of its provisions with the existing law from an enforcement 
standpoint. I will confine my remarks to what I believe to be the 


added requirements of the Food and Drugs Act of 1953 


Section OA of the present act is one of its most important sections 
It states: “No person shall import, offer for sale, or sell any food or 


drug represented by label or by advertisement to the general publi 


7 1 
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as a treatment for any of the diseases, disorders or abnormal physical 
States named or included in Schedule A to this Act or in any amend 
ment to such Schedule.” Schedule A includes cancer, diabetes, goitre, 
heart disease, tuberculosis and other serious diseases for which com 


petent diagnosis and treatment are necessary 


This clause simplifies enforcement procedures in that it is not 
necessdry to prove in court that a treatment is ineffective or that the 
sale of a given product is a fraud which may be injurious to health 


To obtain such proof is often difficult, expensive and time-consuming 


To secure a convention for violation of Section 6A it is only necessary 


to prove that the product was advertised to the general public or 
labeled as a treatment for one of the diseases mentioned, and sold 


However, literally interpreted, it would be possible to convict 
manufacturer A for selling a drug which manufacturer B had adver 
tised to the general public as a treatment for tuberculosis, even though 
manufacturer A had sold his product in good faith and without any 
claim. It should be noted that within the wording of Section 6. one 
can represent a drug to the general public as a treatment for tuberculosis 


vithou iolation of the act provided he does not sell tt 


\lthough such possible interpretations have not presented serious 
administrative problems, in view of the great importance of this se 


tion it has been clarified in Section 3 of the new act 


The new wording makes advertising an otfense in itself, and 
restricts the prohibition of sale to the manufacturer who does the 
labelling and advertising. I mention this section particularly becaust 
| believe it to be one of the most important parts of our Food and 
Drugs Act \ considerable number of successful legal actions have 
been taken under the present Section 6A and the public health pro 
tected by the resulting removal of fraudulent articles and dangerous 
and expensive deceptions. I anticipate that the new Section 3 will b 
even more effective 

\ new feature of the revised act is contained in Sections 7, 11 and 
17, which forbid the manufacture, preparation, preserving, packaging 
or storing for sale of any food, drug or cosmetic under unsanitary 


conditions 


Unsanitary conditions are defined in the new act as “such condi 
tions or. circumstances as might contaminate a food, drug or cosmetic 


with dirt or filth or render the same injurious to health.’ 
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The existing act permits action only after the examination of a 
sample of a particular lot of a food has shown it to be filthy. The 
conditions under which the food was manufactured are not a basis for 
a charge. If significant filth cannot be found in the sample, nothing 
can be done. Furthermore, seizures are limited to those lots specifically 


incriminated after examination or analysis 


Since the new act makes it a violation to manufacture or store a 
food under unsanitary conditions it is expected that the administration 
can exercise much greater force in correcting very unsatisfactory con 
ditions of insanitation which have been found to exist in some food 


manufacturing and processing industries in Canada 


The sanitation requirements of the new act will not, and certainly 
were not intended to, affect the great majority of manufacturers who 
are very conscious of their obligation to supply products that are clean 
and suitable for human consumption. They will protect this majority 
of the trade from unfair competition by those who are unscrupulous 
or too careless or ignorant to provide clean and decent facilities for 


preparing and storing products that people eat or put on their bodies 


Education and Enforcement as Major Items in Program 


| believe that one of our major programs under the new Food and 
Drugs Act will be to take such educational and enforcement action 


is may be necessary to ensure that food consumed by Canadians 

clean and wholesome in every case and under all circumstances. This 
is not to say that Canadian food on the whole is not clean, but to point 
out that Improvement ts necessary in certain plar ts mn particular IN- 
dustries and that we believe much stronger persuasion can be exer- 
cised under the new act to accomplish one purpose of the la he 


new act also extends these sanitary provisions to drugs ai osmetics 


\ new authority given to the administration by the t of 1953 


is contained in Section 21 (1) (c) which empowers the food and drug 


inspectors to examine books and records kept by manufacturers, whole 

salers, retailers, et which may contain information relevant to the 
enforcement of the act—and to make copies or extracts from them 
Section 24 (1) (f) permits the government to demand that persons 
selling foods, drugs, cosmetics and devices keep records necessary for 
the proper enforcement and administration of the act and regulations 
This authority should remove some of the present difficulties of enfore 


ing the regulations concerning the sale of certain drugs on prescription 
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only. The present act gives no authority to inspectors to see prescrip 
tion records kept by the druggist, although the court may order that 


the records be produced during a trial. In the future, the regulations 


may state what kind of records must be kept while the act states that 


inspectors will have authority to see them. These provisions wil 
be useful in enforcing regulations which require the storage, befor: 
sale to the publi : of certain « heese under pre scribed ( onditions ‘| hey 
should make enforcement through inspection much more eltective, as 
well as simpler 

Che status of drug standards under the new act 1s much th 
as at present. Insofar as standards are concerned, all drugs 
vided into three classes: (a) those for which standards 
by food and drug regulations, (1 with standards 
certain official books and (c) ( which are made according 


manufacturer's own standards 


What Prescription of a Standard Means 


by regulation for 


When a standard is preseribed 
standard is exclusive and “no person shall label, package 
tise any substance in such a manner that it 1s likely 
for such drug, unless the substance complies with the prescribed stand 
ard.’ I do not believe that all manufacturers selling drugs in 
realize that even under the existing act a drug for which a st: 
is prescribed by regulation may be sold under no other standard 
example, although there is a standard for dried thyroid in the regula 
tions, both U.S. P. and B. P. thyroid have been found on the Canadiai 
market. It is not correct in Canada to sell B. P. or U.S. P. thyroid 
even if it is labeled so as to show in what way it differs from the 
Canadian standard. While the wording of the existing act may not | 
entirely clear on this point, the new act makes it quite clear, and better 


compliance will be expected. 


The official works recognized as supplying standards for the 
second class of drugs have been reduced from an indefinitely large 
group to eight and include the /nternational Pharmacopoeia, the United 


j 


States Pharmacopoeia, and National Formulary, and New and Nono fficial 


1] 
it 


Remedies. It is hoped that with experience the number of officialls 


recognized works will be still further reduced. 


Insofar as the new act is concerned, no change in the “new drug’ 


regulations is required. Authority is given in the act for this regula 
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tion under Section 24 (1) (b) (iii) which states that the governor-in 
council may make regulations respecting “the sale or the condition of 
sale of any food, drug, cosmetic or device” to prevent injury to the 
health of the consumer. Under this authority it would also be possible 
to set up requirements by regulation concerning the addition of “new 


chemicals” to foods. 


The new-drug regulations appear to have worked very well in 
Canada. I must admit that the entry of the Food and Drug Adminis 
tration into this field some vears ago has probably made our task easiet 
\merican firms understand the procedure, and new-drug submissions 
from them usually come in the proper form and are often complete 
at the first submission, This is not so with most new drugs that are 
of European or even Canadian origin, and much correspondence ts 
necessary before the complete information is supplied in a suitable 
form. Section 24 (1) (k) authorizes regulations prescribing forms 
for the purposes of the act and it may be necessary to establish forms 


for obtaining information and data required for new drugs 


No standards have yet been set up for cosmetics or medical 
devices and none is « ontemplated at the present So far, any ne« essary 
action in regard to these two classes of articles has been effectively 
taken under the general provisions of the act and | believe the word 


ing of the new act provides an even clearer basis for enforcement 


There is a special interest just now on this side of the border as 
to the powers of an inspector to enter and carry out an inspection of 
an establishment manufacturing foods or drugs. Although we have 
had no real difficulty in Canada in this respect, the authority is clearly 
set forth in Section 21 of the new act. An inspector may at any reason 
able time enter any place where, on reasonable grounds, he believes 
any article to which the act or regulations apply is manufactured 
prepared, preserved, packaged or stored and examine anything he rea 
sonably believes to be used Or capable Oo. being used for such purposes 
He also may open and examine any receptacle or packages, and exam 
ine books and documents that he reasonably believes to be relevant 


to his duties in enforcing the act and regulations 


| might point out that he may seize and detain any article to which 
the act applies, including labels and advertising material, if he reason 


ably believes any provision of the act or regulations has been violated 


thereby. This should make easier the entorcement of the requirements 


respecting advertising 
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| should point out that the Canadian Food and Drugs Act applies 
to advertising in a very general sense: “ ‘Advertisement’ includes any 
representation by any means whatever for the purpose of promoting 
directly or indirectly the sale or disposal of any food, drug, cosmeti 
Or device " 


Section 5 (1) states 


j 


No person shall label, package treat, process, sel] 


1 


a manner that is false, misleading or deceptive or 1s likely 


impression regarding its character, value, quantity, comp 


Chere are identical clauses for drugs and devices. In contrast 
the present act, it should be helpful to the manufacturer and his adver 
tising agent, as well as to the administrators, to have grouped in one 
section, for each of the classes of articles concerned, the requirements 


dealing with deception 


\dvertising includes, of course, newspaper, magazine and radio 
advertising. The checking of these media is a very large and onerous 
task Insofar as radio broadcasts are concerned, the Food and Drug 
\dministration is helped by the Broadcasting Act which requires all 
commercials for foods and drugs to be approved by the administration 
before they are used. The powers given to the food and drug inspector 
to seize and detain advertising material believed to be in violation ot 
the act or regulations will, | believe, better enable us to keep pace 


persistent and repeated violators rather than to trail six months behind 


Changes in Penalties Aid to Effective Prosecution 


[ should point out that the penalties on conviction have 
changed realistically and the possibilities of a fine of $1,000 a1 
months imprisonment following summary conviction or $5,000 
three years’ imprisonment following conviction on indictment 
have a salutary ettect. In the past, we have often had to accept pr 
ties of $30 to $50, imposed by the courts after repeated conviction 
can recall an individual who was convicted of the same viol 
the food law 13 times over a period of a few vears. | believe 
sidered his small fine to be in the nature of a license fee whi 
cheerfully paid. It is to be hoped that with the penalties pro 


in the new act, such a series of ineffective prosecutions will 


\ word would not be amiss in explanation of the regulatior 
ing authority which is such an important part of the existing act 


is given by Section 24 of the new act. Authority is given to the 
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ernor-in-council to make regulations for a wide variety of purposes 
Kegulations cannot, of course, establish requirements or standards that 
do not fall within the scope of the act or are not necessary in carrying 
out its provisions as laid down by Parliament. The facility with which 
changes can be made by order-in-council procedure to meet emet 


gencies or advances in knowledge offers obvious advantages 


No provision of the law demands prior consultation between 
industry and government officials when regulations are drafted, Actu 
ally this is virtually always dene, and this policy has been so helpful 
to government officers that it would be incredible that it should be 


discontinued 


Suggestions for amendments to the regulations or tor the promul 
gation of a new standard frequently come from the industry itsel! 
They may also originate with a professional group or even within the 


department. In all cases consultations either by correspondence and /o1 


by meeting are held, with the department putting forward a draft of 


the particular regulation for discussion. Changes may be made in the 


hight of the facts presented and the final draft is distributed to the 
trade. The proposed regulation is then pre sented as a recommet 


to the Minister of National Health and Welfare, who, if 


presents it in turn to the governor-general-in-council 


Che department finds it more convenient at 
when drafting regulations, to deal with an industry 
thar separately with its individual members ly 
resentatives of an organized group, time is sai 

receives an OVeT-al and well considered 

sstble to satisfy everyone and, in the e1 
remember that it represents the consumer and 


protected 


’ 


may say that I do not anti 
act will require very extensive 
hese are being carefully studied by 
at the present time Some additions and a fe 
vill have to be made \s is customary, the 
I 


[The End] 


ase will be informed, and opinions and ¢1 





By WILLIAM W. GOODRICH 


Simplifying the Trial 


Under the 





VROWING COMPLEXITY, great length of records, and sub 

A stantial expense in formal rule-making proceedings under the 
Federal Food, Drug, and Cosmetic Act threaten the continued exercise 
of important rule-making functions. Drastic economies and every 
possible procedural simplification must be effected at an early date or 
we will have very few food standards, an obsolete code of special 
dietary food regulations, few tolerance regulations for poisonous in 
secticidal spray residues on foods, and no regulations in other areas 
vital both to the protection of the public health and to the elimination 
of unfair merchandising practices 

Under present procedures, we have seen records in administrative 
hearings grow to an alarming 20,000-page, 500-exhibit size. The most 
recently completed hearing—the one on a standard of identity for ice 
cream—required 214 hearing days. The expense of the record alone t 
a single party exceeded $15,000. While this is not ordinarily the case 
there have been enough protracted hearings to require a fresh look at 
the problem of simplification. 
Phat something must be done is quite clear to us. The President 

recently has caused to be appointed, at the suggestion of the Judicial 
Conference of the United States, a Conference on Administrative Pro 


cedure ! 


to study unnecessary delay, expense and volume of records 
in both adjudicatory and rule-making proceedings before administr 


tive agencies. My purpose is to discuss this pressing problem in terms 


‘White House Press Release, April 29 
1953 


. 
4d 





of Scientific Issues in Formal Rule-Making 


Federal Food, Drug, and Cosmetic Act 





The Author, Assistant General Counsel for the Department of Health, 
Education, and Welfare, Notes That the Views Expressed Are His Own 
and Do Not Necessarily Represent the Official Views of the Depart 
ment. He Delivered This Paper Before the ABA Meeting on August 25 


of a single regulatory law—to explore both our past 


several proposals for simplification that have beet 


What Causes Lengthy Records 

Fundamentally, long and complex administrative hearing record 
are born of the technical and complicated issues with which the 
administrative process is concerned, It should be simple enough to 
fix a standard of identity for a common tood such as bread, but we 
know from experience that the use of mold inhibitors and syntheti 
emulsifiers in that food can raise problems as complex as almost any 
that can be assigned for administrative determination. Most of the 
volume in our formal rule-making proceedings has arisen from the trial 
of complex scientific problems—more specifically trom the trial of 
issues in the field of pharmacology in both food-standard proceeding 
and in the spray-residue hearings 

The hearing examiners are not altogether blameless for the great 
length of records. They are reluctant to exclude testimony or to cur 
taila witness. The Committee on Administrative l’rocedure attributed 


this to the attitudes of the agencies themselves, which encouraged the 
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reception of all evidence offered, and the attitudes of the courts, in 
criticizing the few examiners who have excluded evidence of doubtful 
relevancy. 

The crux of the problem is how best to bring together within the 
pages of a written administrative record the reliable experiences of 
scientists, how to exclude irrelevant evidence and avoid unduly repetitious 
evidence and how best to reach a truly scientific decision on the issues 
presented. Itis, basically, how to leave scientific questions to scientists 
for decision, at the same time making a proper administrative record 
that will provide a foundation for effective judicial review if any 
interested person desires to seek it 

The necessity of making this record in a form that will be under 
standable and acceptable in the courts of appeals is the factor giving 
rise to great volume. The examination and cross-examination of 
experts on complex experimental studies is time-consuming and 
intricate work 

The scientists find the question-and-answer methods used in adminis 
trative hearings a very poor technique in the search for the truth 
Recently, an outstanding scientist, under persistent cross-examination, 
was asked whether he had made any mistakes in connection with cet 
tain animal experiments. He answered that he had, his greatest being 
to agree to come to the hearing and testify about them at all. Still 
another scientist has contended that the trouble with the formal rule 
making process is that “the lawyers have captured the scientists” ina 
procedural net altogether unfamiliar to them, making it impossible to 
bring out the true scientific facts 

Scientists prefer and are accustomed to the informality of round 
table discussion of scientific experiments. They generally believe that 
a sound scientific decision can be reached in that way. But no one has 


yet devised a means of recording the discussions in a form that would 


provide a satisfactory record on which to obtain judicial review Nor 


has the suggestion been seriously pressed that either cross-examination 
by interested parties or judicial review is either undesirable or unneces 
sary. Quite the contrary, the drive today seems to be toward more 
cross-examination and a broadened scope of judicial review 

[ feel that we can take it as settled that some type of formalized 
procedure must be followed, a record made, the Administrative [’ro 
cedure Act met, a decision reached on the record, and an opportunity 
for judicial review provided. I do not think the time has come to 


confess the total inadequacy of our existing methods in favor of an 
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informal round table Since these proceedings are inherently compli 
cated, they necessarily involve time and expense. The problem is to 
eliminate “unnecessary volume, expense, and delay. Few would be 
satished with a procedure that curtailed prematurely any cross-examination 
or rebuttal evidence. I know of no way in which the bread and ice 
cream hearings could have been greatly reduced in length or volum« 
of record without unjustly affecting the rights of the business partici 


pants and the public 


Prehearing Planning 

The best solution to the problem of unnecessary volume of record 
and undue delay seems to lie in adequate prehearing planning But 
this is greatly complicated by (1) the large number of potentially 
interested persons, (2) the difficulty of isolating and stating in precis« 
terms the controversial questions, (3) the fluid nature of scientific 
investigations and (4) the fact that the ultimate decision is to be ar 
“institutional” one * rather than the conclusions of the hearing examiner 
assigned to conduct the public proceeding 

Prehearing Conferences.—Some have suggested that the prehearing 
conference offers a solution to the problem of defining and simplifying 
the issues. We have attempted to utilize that procedure, The informa 
conference was held at the opening of the hearing. The ditheults 
developed was twofold Not all interested persons appeared on the 
opening day. Some did not realize they had an interest until the heats 
ing was well under way \greements reached with other participants 
could hardly bind the nonparticipants when the statute itself requires 


that there be substantial evidence to suppport all findings made. Mort 


over, the Court of Appeals for the Second Circuit recently has held 
id 


that a person who ignored the administrative proceeding cou 
the 


theless obtain judicial review and could question the sufficiency 


evidence on which crucial findings were mad 


Little time was saved by the prehearing conteren \ln 
much time was required for the numerous parties to state theu 
s re 


of disagreement with the proposed regulations as wa 
them to present evidence in support of the objections 
Scheduling of Witnesses \ planned scheduling of witnesses has 
been attempted as a means of simplification, This was first started i 
Administrative Law, pp. 330-364 


FOOD DRUG 


Report of the Judicial Conference of Davis 
the United States on Procedure in Anti- ‘Reade 1 Ewing, CCH 
Trust and Other Protracted Cases (1951) COSMETIC LAW REPORTS ° 7261 (CA-2 


pp. 5-6 1953) 
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the late stages of the bread hearing but was not fully developed until 


the spray-residue proceeding. 

There a large number of witnesses from the Department of Agri 
culture and from the state experiment stations were known to be 
interested. The proceeding involved all insecticides used in the grow 
ing of all fresh fruits and vegetables. Wath this broad scope of subject 
matter and the widespread public interest, scheduling became an essen 

heen 


tial. The result was great saving in time to the individual 


but with a longer period for completion of the hearing 


The next effort at planning was in the recent ice 


ter ati 1 


This hearing was started by the publication of 


developed from a hearing held before the war. The parties could 


readily see what the agency de¢ sion would be on the eXisting record 


New evidence was to be limited to matters vhich there 


disagreement. The most controversial phase 

responsible for the unprecede nted length of the 

of synthetic emulsifiers which had begun sin 

closed. During most of the hearing there were o1 

contending parties This made it possible to have en] 

and to arrange continuances to allow time for prep 

examination, In several instances, protracted cross-« 

it necessary for the witnesses to be excused temporarily to meet other 
commitments. These circumstances combined to extend considerably 
the hearing time. As a consequence, much evidence entered the record 
that was not in existence when the hearing began. It seemed at times 
that the hearing would never end, simply because additional experi 
mental work would become available before cross-examination could 


be completed on the experiments already tn evidence 


Planning did not shorten the hearing. It protracted it. But there 
should be no complaint that the record is incomplete 

Exclusion of Irrelevant and Repetitious Eviden These hearings 
could be shortened substantially by the strict exclusion of irrelevant 
and unduly repetitious evidence. The biggest problem here is for the 
hearing examiner to overcome a tendency long followed in administra 
tive hearings of deciding all questions on evidence in favor of admitting 
the evidence rather than excluding it. Two considerations make the 
examiners admit the evidence. First, in many instances, the examiner 
does not have a complete understanding of the scientific problem at 


issue. He does not know-exactly what bearing a particular experi 
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ment may have on the broader problem. Hemosiderosis in the Bantu 
tribe in South Africa seems about as irrelevant to a proper standard 
of identity for ice cream as anything one can imagine. Nevertheless 
evidence on that point was admitted in the ice cream record because 
a somewhat similar condition was noted in experimental animals fed 
the synthetic emulsifiers, the condition apparently being caused by 
the emulsifiers. It has been suggested that the hearing examine! 
might ask that the significance of the experiment be explained brietly 
either on or outside the record, or that the examiner might seek advice 
from a scientific man before ruling on the relevancy of the evidence 
The second consideration leading to the admission of irrelevant evi 
dence, of course, is the fear of reversal in the courts 

The problem of repetition is also difficult. For example, in the 
spray-residue hearing, scientists from many state experiment stations 


testified. The representative of New York testified on the use of a 


spray on a particular crop. A representative of another state testified 


about the same spray on the same crop. This apparently was repetitious 
but different growing conditions in the two states could readily have 
made the testimony of both scientists relevant. As a matter of sound 
public relations, it would be risky to tell the second scientist that he 
could not testify about his experiments because the first scientist had 


related somewhat similar experiences 


We are urging the examiners to take a stricter view 
irrevelant and repetitious evidence 

The most significant development toward simplificatior 
vanced is the Hale Bill, H. R. 6434,° passed by the House of Repre 
sentatives late in the last session of Congress.* We have every hope 
that the bill will become law early in the next session of the kighty 
third Congress. So far as we know, there is “not a whisper of oppo 
tion” toit 

The bill serves two very useful purposes. First, it would isolate 
the controversial features of any proposed food standard. It would do 
this by requiring interested persons who wish to object to proposed 
agency action to specify in detail what the objections are and the basi 
for them. Second, it would eliminate from the formal hearing proceed 
ing all of the issues that are noncontroversial 


“SH R. Rept. 934, 83d Cong., Ist Sess 


€99 Condressional Record 10753 (1953) 
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We know of no better way to bring the controversial issues into 
sharp focus and to eliminate wasteful procedures. The bill preserves 
all rights to obtain a full and fair hearing on the controversial issues 
but does not require the needless expense of proving facts and support 


ing proposals about which everyone ts in full agreement 


This procedure, which the bill extends only to food standards, 
could readily be given a wider scope in improving administrative 
procedure not only under the Federal Food, Drug, and Cosmetic Act, 
but alsoin other protracted cases. 


Scientific Advisory Committees 


It has been suggested that the time required for reaching a decision 
in formal rule-making, as well as the soundness of the decision itself 


could be improved by calling on scientific advisory committees in the 


consideration of the issues in controversy. We have in the past had 


the assistance of such committees. But they have never been fully 


integrated asa part of the decisional process 


Our first experience with such a committee was in 1940. The 
agency was considering standards of identity for flour and related 
products, Enrichment of foods with vitamin and mineral additions 
was a relatively new development. Proposals were advanced, both by 
industry and by interested scientific men, that various of the vitamins 
and minerals be permitted as optional ingredients in flour, self-rising 
flour, and farina. Cross-examination developed the fact that there was 
no consensus as to just which vitamins should be permitted or 


what amounts 

\n adjournment was taken to allow turther development of the 
facts. The Food and Nutrition Board of the National Research Council 
was formed, and recommended an enrichment policy to be followed i 
standardizing staple foods. The committee's recommendations were 
placed in the record by the question-and-answer method. The Supreme 
Court in the Quaker Oats case* held that testimony of representatives 
of this group, though it related largely to possible future develoy 


ments, could stand as substantial evidence 


The standards for enriched flour and enriched farina became 


significant milestone in the standard-making process. Soon thereaftet 


the Federal Security Administrator issued a statement of policy o1 


Federal Security 1dministrato 
Quaker Oats Company, 318 I S 18 
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food enrichment * after consultation with the Food and Nutritior 
Board, This set forth the judgmental criteria that would be applied 
thereafter on proposals for food enrichment Phat policy has beet 
applied to preclude vitamin-mineral enrichment of chocolate products 
and cheese. But, again, the policy has had to be supported by testi 


mony in the public hearings 


The next significant step was the formation of the Food 
tion Committee of the Food and Nutrition Board Vhis group, for 
after the bread hearing had been completed, was called upon primaril 


by the interested ingredient suppliers to appraise th 


surface-active agents—polvoxvethylene monostea 


diglycerides. The committee’s recommendatior 


hear & closed ut the report was brought Into reco 


quent litigation by both government and industry 
doubt that lad a very great ellect up 


the bread 


The |; posal was advanced in the 
i] Ix Ld é Phat ill ottered the idea that 
terested manutacturer of a pesticide, could require 
scirentitn data filed to support a tole rance tor the peste ide 
an advisory committee of disinterested scientists particularly qualified 
in the subject matter under consideration. The committee of expe 
would be selected in equal numbers by the Secretary, the i 
apphieant and the Food Protection Committee 


1 


Reporting on the bill, the Secretary of Health, Education 
Welfare said that the department had no objec tion to ad h 
committees of scientists Phe department did object, however 
setting up of committees as scientific arbitration yroups, sugyes 
that the National Research Council be assigned the role of 
the entire membership. The department pointed out that | 
membership to those particularly qualified in the subject matter 
consideration might make it impossible to form a committee o1 

} 


result in a situation in which the committee members would be 


upon to appraise their own scientific experimel ts 


Clearly, advisory committees of scientists can a usetul 
in deciding complex scientific issues. The question arises, however 
to the method of placing the committee's recommendations 

*8 Federal Register 9170 7247 . 2 94) 4° ert 


Atlas Powder Company 1 Ewing, CCH 
FOOD DRUG COSMETIC LAW REPORTS 
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administrative record; whether cross-examination, study of under 
lying data before the committee, and opportunity to adduce evidence 
in rebuttal must be guaranteed. Many will insist that these safeguards 
be maintained. If they are, the advisory committee procedure will not 
shorten or simplify the proceedings, though it may very well result in 


sounder administrative rule-making. 


In this connection, may I call attention to the Report of the 
Judicial Conference of the United States on Procedure in Anti-Trust 
and Other Protracted Cases (pages 30-34)? The report recognized that 
“the traditional method of proof when applied to [scientific] issues is 
|sometimes| cumbersome, unnecessarily time consuming, and uncer 
tain in its results.” The suggestion there is made that “in the deter 
mination of disputed scientific or extremely technical facts of unusual 
complexity or difficulty,” the questions—precisely stated and defined 


be submitted to an expert or panel of experts as special masters 


The administrative process is designed to fill precisely this role 
It finds its justification in its special competence to deal with complex 
and technical issues. It is then either necessary or desirable to graft 
upon existing administrative practice a reference procedure for obtain 
ing scientific advice in the determination of facts and policy in adminis 
trative rule-making’ Congress may soon answer this question in 
acting on the Pesticides Bill 

The greatest delays have occurred between the date of the close 
of the record and the publication of a final order. These are due almost 
entirely to personnel changes in the agency. Persons assigned to the 
spray-residue, frozen-fruits and ice cream hearings have left the Food 
and Drug Division. A smaller staft is called upon to handle an increas 
ing volume of work. 

The bar should be ever alert to improve its methods. A review 
of our experience does indeed suggest some ways in which procedural 


simplicity can be effected. We will welcome constructive criticism 


and your thoughtful consideration of these problems. <A snarl of red 


tape should not be allowed to impede a prompt and fair resolution of 
issues in administrative rule-making, nor should essential safeguards 
be cast away in the interest of speed and simplicity alone. [The End] 





NEW PRODUCTS 
FOR OLD USES 


By EDWARD BROWN WILLIAMS 


The Key Term ‘‘New Products'’ Here Means Ones New or Sui Gen- 
eris in Being of Basically Different Composition or Derivation from 
Old Ones. The Author Addressed ABA's Annual Meeting August 25 


_ SUBJECT for which | am billed today is not precisely one 
of first impression for me, since | have dilated upon one aspect 
or another of it in the law journal intimately known to this group on 
more than one occasion and have made other declarations about it 
from time to time 

Phe treatment | have previously given the subject has related 
it primarily to the bounds of existing law—as I conceived them, of 
course. This time, I shall emphasize an aspect which, for want of 
a better term, may be denominated “policy’—-my purpose being to 
evaluate the regulatory attitude towards new food and drug products 
against the background of certain national policies and needs upon 
which that attitude impinges. 

It may be noted, initially, that the views which I am about to 
express are not those of the interested government agency, nor art 
they those of some individuals gathered together in this splendid hall 
of learning. I have reason to suspect, moreover, that the worth and 
protundity of these views is not fully appreciated by some courts 
which have dealt with the subject matter 

Insofar as the Food and Drug Administration is concerned and, 
in particular, its representatives here today, | should like to place 
myself on record as recognizing the forbearance which they exhibit, 


year after year, in these gatherings—for they are frequently under 


heavy and serious, if good natured, attack, and they have withstood 
the storms with unbroken aplomb. Perhaps their excellent record in 


the judicial arena inclines them to an exceptional measure of tolerance 
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Thesis of Discussion 

With these preliminaries completed, let me define my key term 
“new products.” By this term I do not mean a food like that involved 
in the so-called /mitation Jam case.‘ In preparing the jam, pectin had 
been used in lieu of the full percentage of the more expensive fruit 
ingredient which was specified by the legal definition and standard 
of identity for that food? | mean by “new product’—to use the classi 
example—one like oleomargarine, which is new or sui generis in the 
sense of being of basically different composition or derivation from 
the old product (in this case, butter), rather than a debased or cheap 
ened version of the old. I do not, of course, exclude synthetic foods 
or drugs, including those which some of you may regard as imitations 
of other products—depending upon your concept of what constitutes 
an imitation under the law 


The question which I ask here is whether the fact that the new 


product is like the old one is reason either to condemn it as adulterated 


or to relegate it to a status of inferiority vis-a-vis the old food by 
requiring it to bear the label “imitation.” In my opinion, the con 
siderations involved in this question are basically the same where 
there is a legal standard for the old product as where no standard has 


been established 


Essentiality of Competition in Our Economy 
| believe we all accept and, indeed, most of us are positive 


champions of the dogma that competition is an essential and life 


uv. 8 Cases Jam, CCH FOOD The definition and standard of identity 
DRUG COSMETIC LAW REPORTS ° 7193 for jam, prescribed under Sec. 401 of the 
x10 L > 98 (1951) Federal Food Drug and Cosmeti« Act 
21 USC Se 341) is set forth at 21 


C. F. R., Sec 
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giving factor of the American economic system. Freedom to innovate, 
to make new and desirable products, is of the essence of competition 
and is a sine qua non of the effectiveness of competition to do tts 


expected job. Our entire patent structure is based upon the im 


portance of encouraging new and desirable products, holding out the 


incentive of a legal monopoly limited in time. The Business Advisory 


Council of the Department of Commerce, in its recent report to former 
Secretary Charles Sawyer, after commenting upon these factors, made 
this significant statement: 

By comparison with other countries, the American people have been tree 
of monopolistic practices and American business has enjoyed treedom to mnovate 
These freedoms are directly responsible for our higher national mncome 

wer of our free country. [Italics supplied.] 


Pome 


David EK. Lilienthal, in an article in Collier's magazine last year," 
emphasized the necessity, for the free enterprise system, of maintain 


ing and nourishing the “freedom of choice that makes the system 


come into being and function”; and, in suggesting modification of our 
traditional, unfriendly attitude toward “bigness,” he noted that we 
have the right to insist that any such modification be 


competition in ideas and products as a 


“designed to 


maintain and encourage 
fundamental tenet of American life.” Mr. Lilienthal has enlarged upon 


this basic theme in his book, Pig Business 1 New Era, published 


last veal 

These are not new thoughts They are noted here only as back 
ground for a statement of the thesis of these comments: that a regu 
latory policy which condemns or discourages new products ts directly 


opposed to one ol the essential tenets of oul ationa CCOMONMTIE 


that freedom to develop and market new products in 


policy, namely 
competition with old ones is a prime ingredient of the etlective com 


petition upon which that economic policy is based. This national 


economic policy is, of course, outstandingly reflected in our various 


antitrust laws. The circumstance that consistency 1s not a notable 
virtue of these laws does not obscure their basic purpose 


Perhaps someone will observe that these are prettv big words 
| | 


o small a subject. Aside from the fact, however, that food is a key 


ctor in our economy, who is going to deny the implications of the 


ve Competition Report to Our 

£ Commerte Sawyer by his America 
Advisory Council (1952), p. 9 1952. p. 1° 
Publis! 


York, 1952 
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upsurge of new products which we are now seeing in the nontood 
field, and who will seriously doubt that we are squarely in the middle 
of an ascending scale of achievement in the development of new food 
products themselves’ One large laboratory even envisages the possi 
bility of the use of sawdust for cattle feed, after converting it into a 
digestible form by electron irradiation.® All the evidence points to 
ward continuing development, and it accumulates hand in hand with 
the tremendous advance in the knowledge and development of chen 


istry—-more of that later 


FDA Regulatory Attitude Toward New Food Products 


Leaving aside cases touching questions of health, which are not 
here involved, we may note briefly the following symptoms of the 
regulatory attitude toward new food products under the Food, Drug 
and Cosmetic Act of 1938: 


first, the position of the Food and Drug Administration, clearly 
revealed in litigation instituted on its behalf, that foods which 
resemble other foods for which standards have been established are 
misbranded under Section 403 (g@) of the Act’? and that such mis 
branding cannot be cured by any form of labeling. Second, the view 
of the Food and Drug Administration, revealed both by litigation and 
official announcement, that foods which resemble unstandardized foods 
but which depart from the customary standard, are subject to legal 
action as adulterated under Section 402 of the Act * and as imitations 


under Section 403 (c) 


I may briefly note, without arguing the point, that in my view 
the imitation section of the law (Section 403 (c)) is applicable only 


to spurious foods being passed off as genuine, not to honestly marketed 


Preview.’’ an article on the General If any valuable constituent has been in 
Electric Research Laboratory, Wall Street whole or in part omitted or abstracted 
Journal, June 29, 1953 therefrom: or (2) if any substance has 

Under Sec. 403 (g) of the Act, 21 USC been substituted wholly or in part there 
Sec. 343 (g), a food is deemed to be mis for; or (3) if damage or inferiority has 
branded If it purports to be or is been concealed in any manner; or (4) if 
represented as a food for which a defini any substance has been added thereto or 
tion and standard of identity has been mixed or packed therewith so as to 
prescribed by regulations as provided by make it appear better or of greater value 
section 401 unless (1) it conforms to such than it is 
definition and standard, and (2) its label * Under Sec. 403 (c), 21 USC Sec. 343 (c) 
bears the name of the food specified in a food is deemed to be misbranded If 
the definition and standard it is an imitation of another food, unless 

* Under Sec. 402 (b), 21 USC Sec. 342 (b) its label bears the word ‘imitation 
a food is deemed to be adulterated (1) ; 
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foods. One judge has disagreed with this view. This was, however 


although it is not now—the position of the government in the Land 
O'Lakes case,” in which the validity of the definition and standard of 
identity for oleomargarine was unsuccessfully challenged. It is from 


that viewpoint that these remarks are made, insofar as they deal with 


Imitations 


FDA Theory Which Led to Imitation Jam Decision 


The government’s object, of course, is to protect from deception 
the purchaser of food. Essentially, this amounts to concern for his 
pocketbook. In furtherance of this purpos« * Food and Drug 
\dministration developed the theory which led to the /mitation Jan 


case, namely that a food which resembles o1 l vhich a egal 
standard has been established is misbranded if it does not co 

lo the standard, regardless of the kind ot i | ‘ sand even it 
it is not sold under the name of the standardized food. This positior 
represents, of course, the first symptom of the regulatory attitude 
about which I am talking. The decision of the Supreme Court in the 
Imitation Jam case held that an “inferior” jam labeled “imitation 
was not misbranded because of its failure to conform to the standard 
The decision did not dispose of the question as to whether a food 
product resembling the standardized food, whicl as not labeled as 
an imitation, could legally depart from the standard if it were not sold 
under the name of the standardized food and were otherwise honestly 
labeled and marketed Such a food is in danger ot being proceeded 
against as misbranded and, in the nature of the charge against it, 
could not be relabeled In suc h a manner as to avoid the alleged 


illegitimac 7. 


The second proposition of the Food and Drug Administration 
that foods resembling unstandardized products but which vary from 
a customary standard, are adulterated under Section 402 of the Act 
underlies a number of food and drug cases The P Pry See d ease ** and 


the Bireley case illustrate this point In the latter proceeding the 


* Land O'Lakes Creameries, Inc. v. Paul Vv. 8 Two Bags Poppy Seeds 
V. McNutt, etc., 132 F. (2d) 653. 658 (1943) 147 F (2d) 123 (CCA-6. 1945) in which 
See Williams, Edward Brown What Price white poppy eeds artifically colored t« 
Imitation? 5 FOOD DRUG COSMETIC resemble a more expensive variety were 
LAW JOURNAL 185, at 198, footnote 49 held to be adulterated under Secs. 402 (b) 

t S. 1 Cases Jam, cited at (3) and (4) of the Act, 21 USC Secs. 342 
footnote 1 (ib) (3) and (4) 





PAGE 592 FOOD DRUG COSMETIC LAW JOURNAL—SEPTEMBER, 1953 


claimant prevailed, since there was no definite standard by which 
the court could measure this product. The government is not pre 
cluded, however, from bringing a similar case against a product which 


can be tested against a definite standard 


1 Drug position with respect to 


unstandardized foods was the official announcement, in April, 1950 
milk or milk tat 


\ direct witness to the Food ane 


that vegetable fat frozen desserts made with » 

well as those made in part from a dairy product, were adulterated 
The recent case successfully brought against a vegetable 

frozen dessert on the ground that it was an imitation of 1cé ‘am 


completes the background in suthciently clear outline 


illed “economic adulterations.” In 


This 1s the area of so-c: 
paradoxically, 


involved in the /mifation Jam case there was relived, 
ancient example, for it was abuse in the sale 
whi h formed the basis for 


Drug, and Cos 


of substandard jam 


an 
two ot 


ind like 


“economic adulteration” 
the most important improvements of the 1938 Food, 


metic Act over its predecessor, the Food and Drugs Act of 190 
the 


were, of course, the provisions for legal standards with 


law and the requirement of informative labeling for foods which bear 


distinctive names 


Let us consider the Food and Drug Administration policy trom 


another standpoint. World population is increasing now at such a rate 
that, if continued, its numbers will double every 70 vears. The de 
modern measures of treatment and 
Thus, for instance, 
per 1,000 in 1899 


velopment of new drugs and 
hygiene may very well accelerate this increase 
the death rate in Puerto Rico was lowered from 31 
1949. If this should happen to India, it would 


to 10.9 per 1,000 in 
a population of 10 billion—five times greater 


produce in one century 
than the present population of the world 
‘Federal Security Agency (now De 


Education, and Wel 
or 


l S. wv. && Cases Bireley’s Orange 
Beverage General Foods Corporation, 
Claimant, CCH FOOD DRUG COSMETIC fare) statements of general policy 
LAW REPORTS °¢ 7199, 187 F. (2d) 967 interpretation, Sec. 3.18 April 6, 1954 
(CA 1951). cert. den. October 22, 1951 Kleinfeld and Dunn, Federal Food, Drug 
(342 I S. 851) The government alleged and Cosmetic Act, 1 l p. 289 

involved, containing 6 Bu. 8. 1 37 Cases 
had been made to Zert, Civil Ne 1537 «(DC N. ¥ June 10 
better or of greater value than it 1953) 
certain harmless “For example, [ Z 9 Cases of 
(4) Bred Spred Notice 
Food and Drugs Act No 
White and Gates Decisions 
Food and Drugs Act, p. 12 


partment of Health 


Chocolate Chil 


that the beverage 
per cent orange uice 
ippear 
was by the addition of 
substances, in violation of Sec. 402 (b) 
of the Act (21 USC Sec. 342 (b) (4)) 


of Judgment Under 
17,351 (1906) 
of (‘ourts 


l'nder the 04 





NEW PRODUCTS 

Chese provocative figures turnish a part of the background tor 
recently published book, appropriately titled 7he Koad to Abundan 
by Jacob Rosin and Max Eastman." This very interesting little work 
prea hes the gospel, with persuasive fervent Vy, that our bondage to the 
plant and the mine must be severed if we are to continue to teed our 
multiplying populations and meet the increasing demands for indus 

rT 


trial and technical materials. Being a chemist, Mr. Rosin is full of 


the conviction that synthetic products can and will fill the bill 


We need not, of course, become doctrinaire Malthusians or go 


all the way with Mr. Rosin to perceive the validity of one of Mr 


Kosin’s basic premises and its pertinency to our subject, namely, that 
our advancing technology will produce new food products in increas 
ing quantities and that this development is good not bad. It is worthy 
of note in this connection that John D. Rocketeller, 11, has tound 
the problem of populations of great enough significance to establish 

m council of distinguished membership to study the ques 


of how many people the world can support 


lt is not difficult, either, to fit the introductory paragraph 
Chapter 3 of the Rosin-Eastman book into the tramework 


subject. That paragraph reads: 


and sapph 
chemical COM pos 
ral one but without the 
There should, theretore, 
thers Isa very sul 
of our infatuation wi 
of our new industrial 
ct of this prejudice or have sur 


Phus—to name 
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and rubber, artificial leather, various synthetic fibers such as rayon, 


nylon, dacron and plastics, now including plastic pipes and tubing, 


are apparently with us to stay. Some of these, like the dyes, have 
already been here for a long time and have substantially, if not 
entirely, eliminated the production of the corresponding natural prod 


uct. Coal-tar dyes are even used in food. 


It is all right to call “nylon,” “dacron” and the like by their own 
distinctive names and, so long as they are honestly marketed, the 
Federal Trade Commission will let them alone. It would, indeed, 
have been a sad day had the government said to the duPont Company: 
“You can’t sell this product because some purchasers are going to 
think it is silk”; or wool, as the case may be; or even if some agency 
had said: “You must call this ‘imitation silk’ in order to put the 


” 


purchaser on his guard 


Of course, some purchasers have been and will be confused be 
tween new and old products. But, on balance, it is certainly open 
to question whether that is a good and sufficient reason for prohibiting 
their sale (in the case of food, by holding them to be adulterated) 
or, in Mr. William Shakespeare’s words, to: “Give them death by 
inches” *° (as, again in the case of food, by requiring the label 


“imitation”). 


FDA Policy with Respect to Drugs 


We have heard much of the successful synthesis of products 
naturally produced by the human body, such as cortisone, and of 
the chemical production of substitutes for such products as, for 
example, diethylstilbestrol for use in lieu of naturally occurring 
estrone. We know, and most of us have used, synthetic vitamins. The 
major portion of the powerful new antibiotic chloromycetin has been 
synthetically prepared. Are these products “imitations” of the old, 
natural ones’ If they are, and are sold as drugs, they are illegal 
under Section 502 (i) (2)*" of the Federal Food, Drug, and Cosmetic 
\ct, for that section flatly declares an imitation of another drug to 
be misbranded and does not permit avoidance ot the sanction of the 
statute by use of the imitation label, as does the corresponding section 
relating to foods, Section 403 (c). 

” The Wall Street Journal of June 24 * Coriolanus, Act V, Scene 4, line 43 
1953, announced that Republic Steel Cor- 21 USC Sec. 352 (i) (2) 
poration was entering the plastic pipe 


and tubing field—the first officially to 
do so 
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Certainly, no one would urge the Food and Drug Administration 
to attempt the application of that section or the adulteration sections 
of the Act * to any of these drugs. But the situation impels to wonder 
ment about the policy followed with respect to new food products. 


Comparative Values 


The “small dishonesties of trade,” to which Mr. Justice Holmes 
once referred,** need not be recognized as desirable practices, even 
though the injury to the consumer be minuscule; and they are toler 
ated only as minor irritants in a healthy system. Similarly, an occa- 
sional misconception by consumers of the identity of an honestly 
marketed product such as oleomargarine, is overwhelmingly counter 
balanced by the fact that this useful product sells for less than half 
the price of butter. In four months of 1952, according to an industry 
news letter, a chain drug store’s business in vegetable fat frozen 
desserts increased from 500 gallons in May to 6,000 gallons in August 
Since the product was sold not only in take-home packages but at the 
fountains, it seems quite likely that an occasional customer ate 1 
under the impression that it was ice cream. Of course the customer 
got the characteristics which he expected and he got approximately 
the same nutritive benefit as he would have obtained from ice cream 
But the important feature is that here was a new, adequate food, 
which was obtainable at a considerable saving in price over ice cream 
of corresponding food value—a clear and definite gain in spite of 
possible relatively insignificant misunderstanding by a few purchasers 
The application of the rule of de minimis must always be determined 
by the relative values involved. If there were not a known method 
of selling such a food without substantial misconception on the part 
of purchasers, then we should, it would seem, set ourselves the task 
of developing one rather than stifling or discouraging commerce in the 
new food. 

Some people of science are looking to the sea as a source of food 
supplies and industrial materia!s to meet the needs of tuture popula 
tions. Professor Cowles of the University of California in Los Angeles, 
troubled by the prospect of insufficient arable land and fresh water 
supplies to grow food, has turned to desert plants as possible sources 


2 For example, Sec. 501 (d), 21 USC has been substituted wholly or in part 
Sec. 351 (d) (2), under which a drug is therefor 
deemed to be adulterated if any substance Nash v. U. 8., 229 U. S. 373, 378 (1913) 
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of nourishment. Interestingly enough, he has found, among the se\ 


eral plants which may furnish edible products, some which resemble 


common foods. There are acorns which may be ground up into a 
valuable food product that tastes like cornmeal, and yucca shoots 
which, raw, taste like cucumber and, when cooked, taste very much 
like squash. Surely, the boundless sea, too, can produce food with 


y 


looks, taste and flavor which duplicate the corresponding attributes 
of traditional food products.** 

Since Japan has lost its empire, it must import about 1,000,000 
tons of rice, the staple diet of its people, at a cost of $200 million 
which must be paid in foreign currencies earned through dwindling 
exports. The New York Times now reports®* that, after two year 
of experiment by the Food Board of the Ministry of Agriculture, 
“man-made rice” has been developed which looks like, tastes like, and 
has the approximately equivalent nutritive value of the real article 
lt is made from wheat, which is comparatively cheap in Japan, and 
starch. The finished product is expelled from a machine in the fort 
of grains of rice. It could easily be served in eating places and mi 
taken for the rice which Japanese expect to eat three times per day 
and, by the unscrupulous, might well be sold in consumer packages 
as rice. It is, of course, substantially cheaper than rice. More fund: 
mentally, it is obtainable on the necessary scale. How would 
regulatory policy tare in Japan which had the effect of stifling com 
merce in “man-made rice”? 

It is submitted that a policy which tends to smother the develop 
ment of new food products in this country is urgently in need ot 
reconsideration. It, perchance, new legislation is required, it should 
be sought. It does not appear unfair to state, however, that the 
present regulatory enmity toward new products which resemble the 
old has been, to a substantial degree, outdated since 1938, when the 
present Food, Drug, and Cosmetic Act was passed. The Food and 
Drug Administration now extends to some new foods, it would 
appear, essentially the same regulatory attitude as that adopted for 
cheapened variations of old products under the 1906 Act with its 
inadequate safeguards against abuse of purchasers. The famous “Bred 
Spred” of 1906 Act fame did not, it will be recalled, even have to 


bear upon its label a list of its ingredients; it did not have to bear the 


* Ross, Sid ‘“‘How the Desert Can Give July 27, 1953, p. 3 
Us Food Parade Magazine, August 2 


1953, p. 20 





crepe label “imitation as FDA has now insisted in one case that 
the present law requires; there were no legal standards like thos 
promulgated under Section 401 of the present statute against whicl 
to judge such products when they were sold as the genuine artick 
and to provide designations for the standard product which could not 
be used by those which tailed to comply with the standard; and there 
was no provision reaching food which was misbranded or adulterate: 
after interstate shipment had ended 

The zeal and effectiveness of government efforts to insure the 
purity of food is nothing short of admirable. In fact, the results are 
as amazing as they are gratifying in the light of the facilities pro 
vided by Congress. But that same zeal assumes a negative cast whe 
it is directed at the prohibition or discouragement of new food prod 
ucts which resemble the old. 

In vir rt ie consideration herein advanced the admoniti 
of Justice » the National Labor Relations 
Southern St hif mpan ase may appropriate] 


The Justice sai 


We need competition in in the food ‘I just as n 


other industrial arenas, if » going to adhere to 


classical and proven dogma of the essentiality of competition and 


component concepts. The regulatory policy in question tends to 


ished produ ts. The ten Dt 


protect the competitive position of estab 
tion, therefore, 1s for processors of such products to support that 
policy. It is possible, for example, to argue that the refusal of the 
Supreme Court to sustain the Food and Drug Administration’s pr 
gram of outlawing products such as the substandard jam which 

been mentioned was a blow at the efforts of government to assure 

integrity of our food supply and it encouraged unfair competitror 


with standard foods. In fact, this argument has been made 


That approach, it is submitted, overlooks this very significant 
element: that the government view that a substandard jam is for 
“ Southern Steamship Company 1 


fional Labor Relations Board, 316 1 S 


1049 
(i042) 
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bidden the channels of commerce is equally applicable to new products 
which have no generic relationship to the standardized food and that, 
by that token, established industry itself is likely to find that even 
its own new and brilliantly conceived substitutes for old foods would 
be treated either as adulterated and therefore banned from commerce, 


‘ , 


or as “imitations’ 
to “death by inches.” If such a policy were applied by the Federal 
Trade Commission in the case of industrial products other than food, 


and therefore, in some cases at least, condemned 


the point would be dramatized as it cannot be in the case of foods, 
until the development of synthetic foods or other new types of food 
products has got into full swing. 

Let me quote a few sentences from David Lilienthal’s book, to 
which | have previously referred, because I think they are directly 
applicable to the problem about which I have been talking. He says, 
for example, that the heart of the new competition developing in this 
country is “competition between different ways of meeting the same 
or a similar need or demand for goods or services.” He does not 
mean that active competition between the producers of the same prod 
uct is of no present consequence. His point is that, under present-day 
conditions, the competition between “alternative materials or ways 
of satisfying human needs or desires, has become a new dimension 
of competition” which is of greater significance than that between the 
producers of like products. Here, then—in this new competition—is 
“the real battleground in the fight to keep competitive conditions that 
will yield the greatest benefits to society and the individual.” Again, 
he states: 

The greatest single factor in competition today is research and development 


Chis fact alone makes obsolete and inadequate many of our “horse and buggy” 


ideas about how competition can be maintamed 


Conclusion 


Thus, it seems apparent that, later if not now, the government 
will be forced by realities which are just now beginning to reveal 
themselves with clarity, to adopt an affirmative (as distinguished 
from the present negative) regulatory policy in the field of new foods. 
The aim of such a policy would be not only to protect the purchaser's 
pocketbook (and his prejudices) to a reasonable extent under the 


circumstances, but to encourage the production and marketing of new 





See footnote 5, at pp. 58, 60, 72 of 
work cited 
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products. Surely, a balance could be achieved between the policy of 
consumer protection, on the one hand, and those of encouraging com 
petition and developing new products, on the other. This can be done 
If it is objected that the law requires the approach now being fol 
lowed, I should have to disagree, at least in part, but I should preter 
to reply that, if that be true, we should rise above the present law 
It can, and should, be changed, if that is its purport, in the face of the 
prospects which we now cannot fail to see 

We should not, | submit, be deceived by the circumstance that a 
new product is cheaper than the original. That may be progress 


As Woodrow Wilson said, in a campaign speech 
s 


Any man who can put the others out of business by making the thing cheaper 


to the consumer | take my hat off to 


[The End] 


FDA PUTS INTO EFFECT PROVISIONS OF NEW 
INSPECTION AMENDMENT 


Che Food and Drug Administration reported on August 27, 1953 
actions which it has taken to put into effect the provisions of the new 
imspection amendment to the Federal Food, Drug, and Cosmet Act 
Commissioner of Food and Drugs Charles W. Crawford announced 
that FDA inspectors are now giving written notice of intention t 
inspect; leaving written reports on conditions or practices indicating 


that any products contain filth or decomposition or have been prepared 
I ] ] l 


packed or held under insanitary conditions; and giving written receipts 
for samples taken in connection with an inspection District ottices 
of the FDA will report promptly to the management of fooe 
the results of analyses of food samples take1 
In connection with these actions, Commissioner 
while some phases of FDA mspections are now cleat 
basis, there are others which Congress apparently intendec 
a voluntary basis. In explanation, he stated, m part 
“Modern production and distribution are carried o o a large 
extent through the medium of written imstructions and ord [he 
legislative history indicates Congress did not intend to include pre 
scription files, formula files, complaint files, and personnel files within 
the scope ot required mspections FDA interprets this to meat that 
inspection of these records will be on a voluntary basis 
“Accordingly, inspectors have been instructed to ask 


to see such records or files whenever there is any need 


examine them or to obtain information contained in them 
“The inspector may state reasons tor asking to examine a particular 
ord or file but will not otherwise press the owner, operator or agent 
tor permission to see it - 


* Quoted in Wham Benjamin “The Long Overdue 38 American Bar Associa 
Growth of Anti-Trust Law: A Revision Is tion Journal 934, November, 1952 





Judicial, Administrative 


and Legislative Developments 


Significant Comments 


By THOMAS W. CHRISTOPHER 


Factory Inspection Amendment 
Considering the importance of the factory inspectior 


amendmet 
to the Federal Food, Drug 


, and Cosmetic Act, and in light of the fact 
that 95 per cent of the industry (plus, one may assume, the consumi 


- 
| UlliC ) Sul ] ( | su h in tm ndme n 
Ly 


it is surprising that so much 
time was required to secure its enactment. The committee hearings 


show that only a handful of witnesses opposed the amendment as such, 
although many groups favored limiting the extent of the insp 


Che main hindrances in the minds « 


f the lawmakers appear to have 
been the constitutional questions, and the extent of the inspectio 


be allowed. Congress gave these two matters careful consid 


and every effort appears to have been made to create 
fair, law 


‘ 


eratl 
an eect 


This accounts for much of the delay 


The resulting product, instead of a simple amendment 
complicated piece of legislation from a lawyer's point 
which leaves many questions that doubtless will result 
wrangling. It may 1] 


al I 


be several vears be fore Ol these ques 


resolved in the courts and. unless the Food and Drug 
goes into a shell, there will be a considerable amount 
ing up 


On the other side, the amendment represents a studi 
tlort to write into the law s feo Tt s for the h 


les 
clu 


report in connection 

No. 712 that of the 

» 4 2) The published hear 

in the Hou ommittee are entitled 
Hearings Before the Committee on Inter 


ite ind Foreign Commerce, House of 
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regulation ; thus, that factory inspection is a means to the end sought. 


For example, Senate Report No. 712° states: 

The power to make such inspections is necessary for two reasons 

(1) To encourage compliance with the act by bringing to light conditions 
which may cause products to be adulterated or misbranded, thus enabling 
manufacturers and processors to correct the conditions and to withhold adul- 
terated or misbranded products from the channels of interstate commerce; and 


(2) To facilitate enforcement of the act in those cases in which adulterated 
or misbranded products are shipped in interstate commerce or are held for 
sale after such shipment. 

House Report No. 708* repeats the above, and it states that: 

nothing less than compulsory inspection authority will give access to the 
premises of those operators who conduct substandard operations leading to 
violations of the Federal Food, Drug, and Cosmetic Act Some of these 
operators attempt to cut their production costs by eliminating or cutting down 
on essential safety and sanitation requirements. As a result, when the output 
of their establishments moves in interstate commerce it may endanger the lives 
and health of the consuming public. If these fringe operators may refuse per- 
mission for inspection, it will obviously result in a substantial weakening of the 
enforcement of the Food, Drug, and Cosmetic Act 

The Congressional debates are replete with references to the neces 
sity for factory inspection if the desired regulation of interstate com 
merce is to be effective.*| These debates not only state that it is nec 
essary, but explain why. Congressman Wolverton’s statements at 
pages 9158-9159 of the July 15 debates are particularly detailed on 
this point. 

Thus, despite the lack of a specific finding in the amendment 
itself, the record is clear and substantial to the effect that Congress 
authorized factory inspection as a part of the pattern of regulating 
interstate commerce, and as a means to accomplish the primary end 
sought. It is also clear that Congress found that this means was essen 
tial to the accomplishment of that end. 

The second key question listed above, as to whether the means 
are “reasonably adapted” to the attainment of the permitted end, is 
largely in the hands of the courts. But, in the face of the strong 
legislative history and the concurrence of almost all of the industry, 
plus the fact that this device is used in one form or another in many 
other federal statutes, one would think that the means are so adapted. 

Constitutionality, Fourth and Fifth Amendments.—Perhaps a more 


acute constitutional question than the one above discussed involves the 


* See citation at footnote 2, at p. 2 1953) See footnote 2 for reference to 
* See citation at footnote 2, at p. 4. complete debates, 
*Examples: 99 Congressional Record, at 

pp. 9154, 9158-9161, 9163, 9167 (July 15, 
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possible clashing of this statute with the Fourth and Fifth Amend 
ments.” Involved is the inspection of a factory without any basis for 
suspicion of wrongdoing—merely looking around to see if a violation 
happens to exist. In ordinary criminal matters, of course, a search 
warrant would not issue in these circumstances. Much was made of 
this point in the debates in Congress and in the minority report in the 
House (Report No. 708), with shadows of the old writs of assistance 


portended. 


The beginning point in any analysis of this problem is to compre 
hend the fact that the Supreme Court for many vears has made a dis 
tinction between a police officer searching a gambling house, and an 
administrative investigation.’ In one decision, the Court states that 
it is not necessary in an administrative investigation, as it is with a 
warrant, that a “specific charge or complaint of violation of law be 
pending . It is enough that the investigation be for a lawtully 
authorized purpose These words were written in connection 
with a subpoena duces tecum ordering the production of specified records 
of a corporation for the purpose of determining whether the corpora 


tion was violating the Fair Labor Standards Act. 


The House committee studying the factory-inspection bill found 
some 30 federal statutes which confer enforceable inspection authority 
upon federal agencies, some of which have been in effect from 50 to 90 
years. The Meat Inspection Act ' is one such statute. These statutes 
have been consistently upheld. However, it is true, as the minority 
portion of the House report (No, 708) points out, that none of these 
Statutes are exactly like the present one. For example, the inspection 
of meat is a prerequisite to shipping in interstate commerce, whereas 
the food and drug provision is for a spot inspection for violations 
Still, this last statement regarding spot inspections for violations ts 
only a half truth, for in fact factory inspection goes beyond mere spot 


inspection for violations. The factory inspection involved here 1s 


part of a pattern for keeping interstate channels free of adulterated and 


*Fourth Amendment (in part) The 1951 CCH TRADE CASES ° 62,561, 338 U.S 
right of the people to be secure in their 632 (1950) Oklahoma Press Publishing 
and effects, against Company v. Walling, 327 U. S. 186 (1946) 
unreasonable searches and seizures, shall For more detailed discussion of this point 
not be violated ; Fifth Amendment see 8&8 FOOD DRUG COSMETIC LAW 
(in part) nor shall be compelled in any JOURNAL 101, 105 (1953) 

criminal case to be a witness against him- " Oklahoma Press Publishing Company 
self, nor be deprived of life, liberty, or v. Walling, cited at footnote 10 

property without due process of law : 734 Stat. 1260 (1907), as amended, 21 

el. 8. 1 Morton Salt Company, 1950- USC Secs. 74, and following (1946) 


persons, houses, papers 
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misbranded produc ts: its purpose Is not o1 
marily to catch violators and crooks. but also—and perhaps rather 
to secure compliance with the Act. It really represents a giant, quasi 


cooperative program between government and the bulk of industry to 
achieve a worthy end: the health and economic welfare of * con 


sumer, plus fair methods of competition in commerce 


[ would suppose that the ideal test case, from the point of view of 
unconstitutionality, would involve an individually owned plant doing 
a good deal of intrastate business, as well as interstate, in which the 
inspectors, with no suspicion or basis of suspicion, seek to make 
tine inspection. In such a case, if the Supreme Court 
\ct as a criminal statute, as dissenting justices have 
and as was done by the majority in the Cardiff « 


ments work may prove rather difficult 


Statutory Limitations on the Inspection 
amendment that the inspection be “within 
reasonable manner” raise some questions 


this merely writes the Fourth Amendment 


is needless wordage, or is more restrictive than tha 


cept \ reading of the debates of Congr leave 
that more was intended by manv who voted for 
the intent at least among many was to 


the area of inspection. For example, one propor 


MR. YOUNGER a 
manutacturer’s pl } rm & 


In another 


MR. DOYLI 


mpanvil t 
mipanvi it, 


MR. HINSHAW 
nless t material or the toodstufis 
and harmtul to humans, tl 


the methods of manutacturs 


sional Record 9165 (July 15 








s complaint files 


King fo! m 


hese debates, of which the loregomy qi are representa 
tive dicate that such things as formulas, complaint files, retail drug 
prescription tiles, personnel qualifications and the ithout the 
intended scope of the allowed inspection 


But the committee 


The House 


ref rts lend little it 
report (No. ZOOS) 
intended to provide 


and adds that “t 


does state 


compulsory, but limited 
he committee 1s of the opin 


Ss imperative to limit the powel! and scope ol 
there are no details given as to what the lin 
thing saying that the inspector may look o1 


( Repo I NO 712 clearl indicate + that the re 


ow along the lines of the Fourth Amendmet 


o the debates on the floor of tl 


' 
states at page 4 


Coes 
performance from t tar 


spector may inquire whether 
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safety controls is qualified. But this does not mean, it says, that the 


person's entire life’s history must be exposed. Likewise, the amend 
ment does not authorize withholding from the inspector information 
concerning injury complaints which have been made: “Such com 
plaints sometimes provide the first notice of impending public danger, 
and prompt action may be necessary to withdraw the dangerous 


article . 

This Senate report came under attack by two senators on the floor 
of the Senate, and there was some evidence that it had not been seen 
by the committee members before being printed. Nevertheless, the 
report was not repudiated by the committee or by the Senate, and the 
remarks in debate by Senator Purtell, who submitted the report, do not 
disown it. So, it is the report for the bill in the senate. 


These contradictions between the debates on the floor and the 
committee reports, if nothing else, would appear to lessen the value of 
“legislative history” in interpreting the amendment. This is even more 
true since the words used (“within reasonable limits and in a reason 
able manner’) are clear and unambiguous, though general, and are 
ones with which the courts are accustomed to dealing. 


So, for what it is worth, I would venture the opinion that the 
FDA has about—but perhaps not quite—the same power of inspec 
tion that it would have had if these words had been omitted. The dif 
ference, as | see it, is that with these words the courts may be more 
careful in requiring the FDA to show that the request has some con 
nection with the enforcement of the Act. For example, showing that a 
profit-and-loss sheet has a connection would be difficult, but showing 
that a list of the ingredients used is relevant to the inspection would 
not be so difficult. A lawyer would be on shaky ground, | think, to 
advise a client that he could refuse in all cases to disclose the ingre 
dients, or to give information about complaint files or prescription files 
It is pretty clear that the FDA has the authority to inspect whatever 
is needed and relevant in carrying out the purposes of the Act. This, 
I suggest, is the meaning of the words “within reasonable limits and in 
a reasonable manner.” 


Written Report on Inspection Results—The inspection amendment 
provides in Section 704 (b) that the inspector, before leaving the prem 
ises, shall give a written report to the operator concerning any insani 
tation, filth, etc. that he has observed. This provision strengthens the 


argument of constitutionality of inspection, since it shows concretely 
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that one of the major aims of inspection is to secure factory coopera 
tion in keeping the channels of commerce clear. Thus, again, inspec 
tion is shown to be part of a pattern. 

The question arises as to the legal consequences if this report ts 
not given. Could the evidence obtained in the inspection be excluded 
on proper motion in any proceeding under the Act? Judging by the 
Dotterweich*® treatment of Section 305 (hearing before reporting for 
criminal prosecution), the answer would appear to be in the negative 
lf this is correct, the weapons for securing compliance with this pro 
vision will be a duty-minded FDA, and public pressure and discussion 


Such weapons are not inconsequential, but to the contrary are often 


most effective, as has often been demonstrated in the history of the 
Food and Drug Administration. 

The same remarks would appear to apply to Sections 704 (c) and 
(d), with the addition in the case of 704 (d) (furnishing a copy of the 
analysis to the operator) that such analysis might be obtained on 


proper motion by court order. 


Court Decisions 
Reade v. Ewing.—One recent decision merits special attention 
This decision, Reade v. Ewing,"’ by the Second Circuit, holds that a con 
sumer has sufficient interest to secure judicial review of a standard 
promulgated under Section 401 of the Act 
Section 701 (f) (1) provides: 


In a case of actual controversy as to the validity of any order under 
subsection (e), any person who will be adversely affected by such ordet may 
file a petition for a judicial review of such order [Italics supplied. ] 


The phrase “adversely affected” is, of course, a jurisdictional re 


quirement for attacking a standard under Section 401, and it has been 
the standard ot 


treated in several prior decisions. In the Staley case, 
identity for sweetened condensed milk did not permit the use of corn 
syrup as an ingredient \ producer of corn syrup was held to be 
“adversely affected” so as to have standing to appeal. In the Cam 
Sugar case,"" the standard of identity for canned apricots, etc. permitted 
the use of corn syrup in stated proportions in combination with sugar 


without the specific name of the ingredient (corn syrup) being listed 


“ [ a Dotterweich, 320 U. S. 277 "A E. Staley Company wv. Secretary 
(1943) of Agriculture, 120 F. (2d) 258 (CCA-7 
CCH FOOD DRUG COSMETIC LAW 1941) 
REPORTS ° 7261 (CA-2, 1953) ” United States Cane Sugar Refiners’ As- 
sociation v. McNutt, 138 F. (2d) 116 
(CCA-2, 1943) 
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on the label. A marketer of sucrose (thus, a competitor) appealed o 
the ground that the label should say “corn sugar” when such has | 
used. The Second Circuit held that the petitioner was not “ 
attected In the Lecithin case the standard of identity 
products required that when lecithin is added as an optional ing 
the label bear the term “emulsifier \ producer of lecit 
by the Second Circuit not to be “adversely affected” 
Stal ding to appeal 

In the Land O’ Lakes Cri 
the marketing of butter were hel » “ad aft 
have standing Lo appeal from the oleomargari e standard One of the 
government s arguments in this case must have haunted the gover! 
ment lawvers in the present / le case, as the government had said 


Land 0’ kes that consumers directly affected have a right of review 


In the Aeade case, the petitioner alleged: 


is famuly 


Che court stated that the “asserted consumer int 
um [petitioner] a person ‘adversely affected 

| have not made up my mind as to the sour 
Phe words “adversely atfected” would appear 
who are wronged by a standard. On the 
a little Strange not to give access to the courts to 
whose benefit standards are created \gain, since , 
vidual is a consumer, it would appear that the way is now provided f 
he evasion of some of the earlier restrictions on the meaning of tl 
term—although it is hard to see what benefit a petitioner gains by 


coming in this way in most cases, since his proof would be that ot 


consumer. But unless a consumer may appeal, what is to happet 


if the FDA includes a harmful substance in the ingredients? Must he 
await the charity of a producer to appeal’ It can hardly be expected 
that the FDA will appeal from its own decision in such a case. It 
may be that such a case will arise, with a consumer maintaining that a 
certain standard includes an ingredient that is harmful, If this occurs 
with any frequency, the FDA will be thankful for the old doctrine of 
res judicata 


» American Lecithin Company v. McNutt, Land O'Lakes Creameries Ine 
155 F. (2d) 784 (CCA-2, 1946) McNutt, 182 F. (2d) 653 (CCA-8, 1943) 
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